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Status of Food, Drug, and Cosmetic 
Trade-Marks BY HUGO Mock 


THE ARTICLE TREATS THIS SIDE OF THE TRADE-MARK 
ISSUE WITH SPECIAL REFERENCE TO THE LANHAM ACT. 
- - « » »« THE AUTHOR IS COUNSEL FOR THE TOILET 


GOODS ASSOCIATION - - - - +--+ -« + «© «© «© © # & 





field of food, drug, and cosmetic trade-marks, but merely to point 

out some practical considerations which are important to trade- 
mark owners at this time in these three industries and which should 
motivate their future actions regarding their trade-marks. 


The growth and expansion of business generally in the United 
States in the period from 1905 to the enactment of the Lanham Act 
in 1946 makes such an examination both desirable and necessary. In 
fact, many of the problems which have arisen in these three industries 
are due to the fact that many of the concerns which started as small 
businesses, limited geographically in scope, have become national ad- 
vertisers with distribution throughout the country. Furthermore, there 
has been the natural expansion into the manufacture or distribution of 
related merchandise not contemplated when the original trade-marks 
were adopted. Also, there looms upon the horizon the vexatious, hazy, 
and indefinite question of “secondary meaning” which has influenced 
so many court decisions in these cases. 


I: THIS ARTICLE no attempt will be made to survey the vast 


Food, Drug, and Cosmetic Trade-Marks Page 499 








Enlarging the Boundaries and Authority of Original Registrant 





Firstly, there must be emphasized the continuous trend, as far as 
the law is concerned, in the past 50 years of enlarging the boundaries 
and the authority of the original registrant beyond his immediate mer- 
chandise. Today, it seems almost medieval to cite the fact that at one 
time zinc oxide in oil and dry zinc oxide were not considered goods of 
the same descriptive properties. The language of Justice Blatchford 
of the United States Circuit Court in Societe Anonyme des Mines et 
Fonderies de Zinc de la Vieille Montagne v. Charles H. Baxter et al., 
C. D. 1878, page 395, is worth quoting merely to emphasize the changes 
time has brought in the law on this subject: 

On the allegations of the bill the plaintiffs can claim this trade mark only for 
the dry white oxide of zinc. It does not appear that they ever sold that article 
ground in oil, or ever applied such trade mark to that article ground in oil. The 
fact that the defendants sell a paint composed of a white oxide of zinc ground in oil, 
and represent it as containing white oxide of zinc made by the plaintiffs, when it 
does not contain white oxide of zinc made by the plaintiffs, is no violation of any 
trade mark of the plaintiffs. The defendants have not sold the dry white oxide 
in that state. It is not shown that the plaintiffs have sold such oxide ground in oil. 
It is true that the oxide is intended to be ground with oil for a paint. So flour is 
intended to be made into bread. But if a baker should falsely stamp his bread 
with the mark of a particular brand of flour, the maker of such brand, if having 
a trade mark therefor, could not claim that the baker had violated his trade mark. 
. And so of any other raw material which enters as an ingredient into a compound 


or article of manufacture. 

The application must be denied. 

The Patent Office at one time might register the same mark to 
different owners for wheat flour, macaroni, and bread. There are about 
150 registrations of ROYAL for food products. The reader will im- 
mediately recall quite the opposite trend at the present time, especially 
in enlarging the scope of unique and well-known trade-marks, ex- 
emplified by the Rolls-Royce, Tiffany, Kodak, and many other cases. 


Under the 1905 Act, the Patent Office established 50 classes of 
merchandise, and all goods in one class were, broadly speaking, con- 
sidered goods of the same descriptive properties. The same mark in 
another class could be registered by some one else, as the classification 


was the basis of registration. 
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Discarding the Arbitrary Classification of Goods 


The Lanham Act has discarded the arbitrary classification of goods 
present in the Act of 1905 as a basis for registration. Section 30 of 
the Lanham Act reads as follows: 

The Commissioner shall establish a classification of goods and services, for con- 
venience of Patent Office administration, but not to limit or extend the applicant's 
rights. The applicant may register his mark in one application for any or all of 
the goods or services included in one class, upon or in connection with which he 
is actually using the mark. The Commissioner may issue a single certificate for 
one mark registered in a plurality of classes upon payment of a fee equaling the 
sum of the fees for each registration in each class. 

While this section will give added protection to the original owner 
of a trade-mark, it will necessarily be an increasing burden on the 
Patent Office in administering the act, as the language of Section 30 
is admittedly much more vague than the old rule which permitted regis- 
tration of a mark already registered in another class, the criterion 
being the classification, and not possible confusion in trade. Thus, 
under the 1905 Act, cigarettes and cigars would be in one class and 
pipes and cigarette holders would be in another class; a non-alcoholic 
beverage would be in Class 45, although the same mark may already 
have been registered by another in Class 46, Foods. Also, soaps in 
Class 4, under the 1905 Act, were not held to conflict with marks in 
Class 6 which covered cosmetics, chemicals, and pharmaceuticals 


generally. 


Problems in the Registration of Trade-Marks for Foods 


Perhaps the greatest problem arises in the food class, for at one 
time the Patent Office, as above stated, might register the same mark 
to different concerns for bread, for macaroni, and for wheat flour, for 


candy, for canned fruits and vegetables, for meats, etc. 


Hundreds of these registrations were granted between 1905 and 
1946, and many of them are in the process of being republished under 
the Lanham Act. When business was local and fairly small, these 
practices, in general, produced no great harm or confusion as a small 
coffee roaster in New York might have his trade confined to a small 
area, or a food wholesaler might use a house brand only in a single 
city and neighborhood. But the practice of the Patent Office in the 
meantime has changed so that, at present, the first registrant of a 
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mark in a certain class, foods for instance, has the right to cancel 
all succeeding registrations of the same mark in the same class, and 
the succeeding registrants are deprived of the benefit of their registra- 
tions made in good faith. Fortunately, the courts do not uniformly 
follow the Patent Office as far as the right to the use of these marks is 
concerned, and attention is called to the fact that Section 19 of the 
Lanham Act attempts to meet this situation in part. Section 19 reads: 

In all inter partes proceedings equitable principles of laches, estoppel, and 
acquiescence, where applicable may be considered and applied. The provisions of 


this section shall also govern proceedings heretofore begun in the Patent Office 
and not finally determined. 


Contradictions Between Decisions of the Patent Office and of the Courts 


The contradiction between the decisions of the Patent Office and 
of the courts is well illustrated in the Dwinell-Wright cases, 111 F. 
(2d) 490, 132 F. (2d) 822, also 47 F. Supp. 49, and 42 F. Supp. 
1016; and in Procter & Gamble v. Prescott, 77 F. (2d) 98, 102 PF. 
(2d) 773. 

The facts in the Dwinell-Wright cases were comparatively simple. 
The Dwinell-Wright Company had used the trade-mark WHITE 
HOUSE for coffee since 1888 and for tea since 1907. Subsequently, 
another concern used WHITE HOUSE for milk, and the National 
Food Products Co. used the same mark for fruit juices. 

According to these court decisions not only was the original 
registrant and owner of the trade-mark WHITE HOUSE unable to 
prevent the use of WHITE HOUSE for milk or fruit juices, but in 
the case of National Food Products Co. v. Dwinell-Wright, the Dwinell- 
Wright Company was actually enjoined from marketing a blend of 
fruit juices for the reason that the National Food Products Co. had 
first established a business in the marketing of apple products, apple 
juice, prune juice, and sauerkraut juice. 

It was held in these cases that, although priority was important 
where the goods of the respective parties were not strictly competitive, 
a user subsequent to the first user, who had used the mark widely 
and had established a business in non-competitive items, could not be 
enjoined from such further use. 

However, in Patent Office cases, despite these decisions, the 
Dwinell-Wright Company generally prevailed and succeeded in pre- 
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venting the registration of WHITE HOUSE in Class 46 for other 
goods, such as canned milk and ice cream. (See Dwinell-Wright Co. 
v. Gundlach, 121 F. (2d) 639.) 


In the case of Procter & Gamble v. Prescott, 102 F. (2d) 773, 
the court held that the product OXYDOL manufactured by Procter 
& Gamble was infringed by the product OXOL manufactured by 
Prescott. The Circuit Court of Appeals also held in a cross-complaint 
of Prescott v. Procter & Gamble that CHIPSO was not an infringe- 
ment of CHASO although the Court of Customs and Patent Appeals 
had cancelled the registration of CHIPSO upon the basis of the CHASO 
registration of Prescott (Procter &6 Gamble v. Prescott, Court of Cus- 
toms and Patent Appeals, 77 F. (2d) 98). 


In the case of California Packing Corporation v. Tillman & Bendel, 
Inc., 40 F. (2d) 108, the Court of Customs and Patent Appeals held 
that Tillman & Bendel could not register DEL MONTE for coffee in 
view of the DEL MONTE registrations for canned fruits, preserves, 
etc. 

The court, however, in Tillman & Bendel, Inc. v. California Pack- 
ing Corporation, 63 F. (2d) 498, permitted Tillman & Bendel to use 
the trade-mark DEL MONTE in California, Washington, Oregon, 
Montana, Nevada, and Arizona, and held that Tillman & Bendel could 
not use the mark DEL MONTE for coffee except in the six states 
mentioned. However, the California Packing Corporation was enjoined 
from using the mark DEL MONTE on coffee in the six western states 
mentioned. 


A similar contradiction appears in many of the “Coca-Cola” 
cases where the Patent Office refuses the registration of any mark in 
combination with COLA, such as ROCK COLA (see Coca-Cola v. 
Jacob Reis Bottling Co., 50 U. S. P. Q. 639), but the use of such 
COLA marks in combination with other words has been common 
throughout the United States. Even now, apparently, the practice of 
the Patent Office is to allow the registration of a mark in combination 
with COLA where the word COLA is disclaimed. If such mark is 
opposed under the authority of previous decisions of the Court of 
Customs and Patent Appeals, the Patent Office may still sustain such 
oppositions even though the mark successfully opposed can be used 
without hindrance in the United States. In this connection see Coca- 
Cola Co. v. Snow Crest Beverages, Inc., 70 U.S. P. Q. 518. 
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Suggestions for the Food Manufacturer or Distributor 


What is the practical rule for the food manufacturer or distributor 
in view of these decisions? Here are some pointers: 


1. Do not let any generalization in the law, in the text books, or 
in this article determine your conduct, which should be determined 
by the character of your particular trade-mark, its history, and the 
history of similar marks in the same field. 


2. Remember that a unique and invented mark such as KODAK 
or YUBAN, or a mark which has acquired great secondary meaning, 
will be given broader protection than marks which are considered to 
be relatively weak marks such as EAGLE, STAR, ARROW, BLUE 
RIBBON, PRIZE MEDAL, WHITE BEAR, RED ROBIN, DIANA, 
that is, words which may be entirely valid as trade-marks but have 
become identified with so many trades or industries that they have, 
in a sense, lost their distinctive character. See Pabst Brewing Co. v. 


Decatur Brewing Co., 284 Fed. 110, in re BLUE RIBBON. 


3. Find out to what extent your mark or similar marks have been 
used in the food industry and in what territory. The Del Monte and 
Dwinell-Wright cases above cited are important in this connection. 
Remember also that a search of the records of the United States Patent 
Office does not give you the complete information regarding the use 
of many marks. For this information trade directories and sometimes 


state registrations must be consulted. 


4. Do not disturb the status quo unnecessarily. Even if you are 
able to win a trade-mark decision in the Patent Office by cancelling some 
other concern’s registration, the courts may not follow the Patent Of- 
fice decision as far as use of this mark is concerned. 


5. In general, where federal registrations can be obtained, state 
registrations are not recommended. The individual states usually have 
inadequate research facilities, and up until this time their policy has 
been generally to register any mark where the application has been 
in proper form. In certain special circumstances a state registration may 
be worth while, as for instance in the case of a dairy company or an 
ice cream concern which does its business entirely within the confines 


of a single state. 
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6. In adopting a new food mark, try to adopt a mark which is 
a technical mark, which is non-descriptive and non-geographical, and, 
as far as possible, is unique. 


Before leaving the question of the protection of food trade-marks, 
it should also be mentioned that, under the Lanham Act, a limited 
protection on the Supplemental Register may be secured for configura- 
tions, boxes, and packages, a protection which was not possible under 


the 1905 Act. 


Slogans may also be protected to a limited extent as ‘‘service marks.” 


Problems in the Registration of Trade-Marks for Drugs and Cosmetics 


In the field of drugs and cosmetics, some special problems occur. 
In Class 6 of the Patent Office classifications, there have always been 
included chemicals, medicines, and pharmaceutical preparations, cos- 
metics apparently being classified as pharmaceutical preparations. 


To what extent does a mark used for a drug anticipate a mark 
used for cosmetics or vice versa? 


In general, a mark used for a drug has hitherto not been con- 
sidered to anticipate a mark used for cosmetics, and vice versa. There 
are a number of Patent Office cases holding to the contrary, but, fol- 
lowing the trend, it is very likely that both the courts and the Patent 
Office will tend more and more to deny registration or use of a mark 
used for drugs when adopted by another concern for cosmetics or 
vice versa. In this connection, of course, the doctrine of secondary 
meaning is important. See United Drug Company (by change of name, 
United-Rexall Drug Company) v. Ar-Ex Cosmetics Inc.,70 U.S. P. Q. 
362; ex parte McKesson & Robbins, Incorporated, 73 U. S. P. Q. 296. 


The decisions in the Patent Office at the present time tend to 
consider drugs and cosmetics to be of the same descriptive properties. 
In the case of ex parte McKesson & Robbins, Incorporated, 73 U.S. P. Q. 
296, decided by the Commissioner of Patents on May 15, 1947, it 
was held that toilet preparations have the same descriptive properties 
as antiseptic liniments. To the same effect is United Drug Company 
v. Ar-Ex Cosmetics, Inc., 70 U. S. P. Q. 362, where it was held that 
cosmetic hand cream has the same descriptive properties as liniment 
for internal and external use for both man and beast. 
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To what extent does a mark registered for soaps, toilet or laundry, 
anticipate a mark registered for cosmetics or vice versa? 


There is one specific decision of the Patent Office, Marshall Field 
& Company v. Betts & Mumpeton, Inc., 8 U. S. P. Q. 425, decided 
March 23, 1931, in which the Commissioner held that toilet soap is goods 
of the same descriptive properties as face powder, face and cleansing 
creams, extracts, foundation creams, rouge, lipsticks, etc. 


In the case of Lever Brothers Company v. Lux-Gro Laboratories, 
1 U. S. P. Q. 232, the Commissioner of Patents held that the word 
LUX for soap was infringed by the word LUX-GRO for a preparation 
for the treatment of the hair and scalp. 


In the case of Antoine de Paris, Inc. v. Napolitan, 60 U. S. P. Q. 
252, decided January 1, 1944, the Commissioner of Patents held that 
a coiffure preserving fluid has the same descriptive properties as soap, 
cosmetics for body, hands, face, and eyes, and perfume. 


However, in general, the Patent Office has been apt to allow a 
registration for cosmetics or perfume even if the mark is already 
registered for soap by another in cases where there is no opposition, 
but in such a case where an opposition is filed and proof of the likeli- 
hood of confusion is furnished, the opposition is likely to be sustained. 


Other Factors Affecting the Status of Trade-Marks 


There looms also in the picture the question of state rights. It 
should be noted that marks used within a state, although not registered, 
can continue to be used if adopted before the date of usage by any 
registrant of the same mark in the United States Patent Office. 


Important also to consider is the fact that according to Section 
49 of the Lanham Act “nothing herein shall adversely affect the rights 
or the enforcement of rights in marks acquired in good faith prior to 
the effective date of this Act,” and under Section 46 (b) “registrations 
now existing under the Act of March 3, 1881, or the Act of February 
20, 1905, shall continue in full force and effect for the unexpired 
terms thereof and may be renewed under the provisions of Section 9 
of this Act. Such registrations and the renewals thereof shall be sub- 
ject to and shall be entitled to the benefits of the Provisions of this Act 
to the same extent and with the same force and effect as though reg- 
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istered on the principal register established by this Act except as limited 
in Sections 8, 12, 14 and 15 of this Act.” 


It must be remembered that the Lanham Act, although passed 
in 1946, has been actually in force only since July 1947, and that some 
of the broad provisions, such as Sections 46 and 49, above cited, re- 
main to be interpreted by the courts. Only such judicial seasoning 
will afford a clear light as to the meaning of some of the sections of 


the Lanham Act. 
Abandonment of a Trade-Mark 


All trade-mark owners must now be mindful of the question of 
abandonment. For the first time, some attempt has been made to define 
by statute, at least, prima facie abandonment. Section 45 of the Lanham 
Act states: 


A mark shall be deemed to be “abandoned” (a) when its use has been discon- 
tinued with intent not to resume. Intent not to resume may be inferred from cir- 
cumstances. Nonuse for two consecutive years shall be prima facie abandonment. 


Many food, drug, or cosmetic concerns have trade-marks which 
may be valuable and yet for one reason or another are in temporary 
disuse. Furthermore, under the Lanham Act (Section 15), in order 
to take advantage of the incontestability clause of this Act, an affidavit 
must be filed after five years showing that the mark is actively in use. 
It, therefore, behooves every trade-mark owner, if he wishes to retain 
ownership of trade-marks now dormant, to actually continue using 
said mark in commerce though the extent of such use has nowhere 
legally been prescribed. However, it is thought that mere token sales 
yearly not based on genuine orders would be insufficient to save such 
trade-marks from a charge of abandonment. 


Acquisition of a Secondary Meaning 


The vexatious question of secondary meaning can scarcely be 
treated of in an article as brief as this, and the subject should be further 
explored in the standard text books on trade-marks such as those by 
Derenberg, Nims, Callmann, Amdur, etc. 

However, secondary meaning may be defined as a bridge between 
the treatment of technical trade-marks as such and the broad subject 
of competition. For instance, an ice cream manufacturer might adopt 
the word SMOOTH as a trade-mark for ice cream and by long use 
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and much advertising the public generally might use the word SMOOTH 
exclusively in connection with his product. This reputation of the word 
SMOOTH for ice cream would be considered “secondary meaning” 
although otherwise the mark is fatally deficient as a technical trade-mark. 


Furthermore, the doctrine of secondary meaning tends to correct 
what might be considered a deficiency in our law in connection with 
geographical names or surnames which might not be technical trade- 
marks, but which might very well serve as such either by reason of the 
fact that the geographical name is unknown or that the surname may 
belong or may have belonged to only a single individual or family so 
in that event may actually function as a trade-mark. 


Whoever wrote the plays of Shakespeare, whether it was William 
Shakespeare, Bacon, or some one else, the term “Shakespeare” through- 
out the world will always mean nothing else but the well-known plays 
published under that name. A distinction must be drawn between sur- 
names such as Anderson, Smith, Harrison, and the like, which are 
comparatively well-known, and names such as Rolls-Royce and Tiffany, 
which are relatively rare or known only in connection with a single 
business or product. It is on the basis largely’ of secondary meaning 
that unique names such as KODAK or unique surnames such as ROLLS- 
ROYCE, TIFFANY, and the like have been so well protected by 


the courts. 


Advantages Secured by Registration Under the Lanham Act 


One advantage afforded by registration under the Lanham Act 
which did not apply to marks registered under the 1905 Act is that 
Section 22 of the Lanham Act provides: 

Registration of a mark on the principal register provided by this Act or under 


the Act of March 3, 1881, or the Act of February 20, 1905, shall be constructive 
notice of the registrant's claim of ownership thereof. 


and also Section 7 (b) provides: 


A certificate of registration of a mark upon the principal register provided by 
this Act shall be prima facie evidence of the validity of the registration, registrant's 
ownership of the mark, and of registrant's exclusive right to use the mark in com- 
merce in connection with the goods or services specified in the certificate, subject 
to any conditions and limitations stated therein. 


In substance, this means that if a concern has registered a mark 
in the United States Patent Office, although it has used the trade-mark 
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only in commerce within several states, a concern in another state where 
the mark has never been used could not lawfully start using the same 
mark and thus secure priority in that state. Under the 1905 Act, unless 
bad faith could be distinctly shown, registration alone did not provide 
protection in states where the mark had not been used. 


Summary 


Broadly speaking, the Lanham Act, among its other effects, tends 
to bring a closer correspondence between the decisions of the Patent 
Office and of the courts concerning trade-marks. Registration under 
the Lanham Act confers more affirmative rights than under the 1905 
Act, and the prudent owner of a trade-mark used in interstate com- 
merce should register under the Lanham Act. The framers of the Act 
have recognized the problems of business expansion and _ national 
distribution involving trade-marks and have attempted to some degree 
by statute to delimit the possibilities of unfair competition. {The End] 


PHARMACOPOEIAL NEWS 


A new Headquarters, within walking dis- 
tance of Grand Central Station, the Pennsyl- 
vania Railroad Station, and the 42nd Street Air 
Lines Terminal, has been selected by the Board 
of Trustees as a permanent U. S. P. Head- 
quarters. The building is located at 46 Park 
Avenue, New York City, and at a suitable time 
it will be dedicated for use as Headquarters 
and Administration Offices of the Pharma- 
copoeia of the United States. 
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Comments 
on the Food and Drug Administration's 
Sanitation Program 


THE AUTHOR ALLAYS THE FEARS OF SOME MILLERS THAT 
THEY ARE IN CONSTANT DANGER OF BEING PROCEEDED 
AGAINST THROUGH PROSECUTION UNDER THE FEDERAL ACT 





This paper was delivered before a technical group meeting of the 
Millers’ National Federation, in Chicago, Illinois, on October 11, 1948. 


HEN Mr. Durham asked me to appear before this group, he 
suggested the subjects to be discussed, and later further sug- 


gestions were made by Mr. Wagner. 


Sanitation Standards Required of Millers 


The view has been expressed that some millers believe that, no mat- 
ter how hard they try, they are still in constant danger of being proceeded 
against through prosecutions brought under the Federal Food, Drug, 
and Cosmetic Act. There is no occasion for such fears. 


The law does not seek to exact the impossible. It does require that 
millers should have superior knowledge of the milling business. They 
should not only know how to buy wheat, make flour, and successfully 
merchandise it, but they should keep currently informed of developments 
in their industry which deal with sanitation and, by applying this infor- 
mation, constantly improve the sanitary quality of their output. 


As most of you know, our enforcement program relies principally 
upon inspection of factories and analysis of samples. Our inspectors 
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are trained to know how to look for insanitary practices. They make 
extensive observations in the mills, and they report their observations 
in detail. These reports are referred to the chief of the field station 
involved and from there to headquarters in Washington. The review of a 
large number of factory inspections permits us to determine what sanitary 
procedures and precautions are possible and practicable for the industry 
to attain. 


We know, for example, that it is not possible consistently to buy 
wheat that is 100 per cent free from infestation. We make allowances 
for this. We do everything that we can to stimulate research with the 
hope that, as time goes on, methods can be devised to distinguish 
between wheat which is practically free of infestation and that which 
is substantially contaminated. We pay particular attention to the sani- 
tary conditions in the mill. Certainly millers have it within their power 
to keep their plants clean and to install machinery which can be cleaned. 
We know that all of the milling machinery which is difficult to clean 
cannot be replaced overnight, but if, through necessity, the mill must 
continue to use such machinery, then that mill must give more time and 
attention to its cleaning. 


In determining whether or not legal actions will be brought under 
the Act based on the charge of shipping contaminated flour in inter- 
state commerce, consideration is given to all the facts involved. For 
example: 


1. Is the mill using reasonable precautions in the light of present 
knowledge in purchasing its wheat? In other words, does it give atten- 
tion to the sanitary quality of the wheat which it buys? 


2. What are the sanitary practices in the mill itself? 
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3. Is it abreast of the times? 


4. Is the milling machinery capable of being cleaned, and is it 
cleaned? Is an adequate program of fumigation followed? 


5. Is the handling and storage of flour after production conducive 
to the shipment of a clean product? 


Consideration is, of course, given to the results of the analysis of 
samples collected in interstate commerce, but the picture as a whole is 
determinative of whether the sample is marked “No action indicated” 
or whether it is sent forward for legal action. In the majority of cases 
no action is taken. We believe that, in those where legal action does 
ensue, the facts will amply support the charges. 


Requirements of the Law as Determined by the Courts 


In addition to the care which is exercised by the Food and Drug 
Administration in determining what cases will be sent forward, manu- 
facturers have further safequards against too strict law-enforcement. 
The Federal courts and juries are, of course, entirely independent of 
the Food and Drug Administration. The courts have said that, in dealing 
with sanitation, the law is concerned with real violations rather than 
with those which are technical and trivial. 


The Food and Drug Administration does not make the final deci- 
sion of what the law requires. This is the function of the Federal courts. 
Some excerpts from opinions of Federal judges and some charges to 
juries may be enlightening. 


In a case where the issues involved the question of whether or not 
some grain was fit for food use, the court said: 


The evidence is in conflict as to the extent of this fermentation and also in con- 
flict as to whether the drying of the grain had arrested or merely retarded the process 
of fermentation. The ultimate question here is, I think, whether the decomposition 
was so extensive as to render the grain unfit for food.1 


In another case, the court said: 


Congress intended that the word “filthy,” as used in the Act, should be con- 
strued to have its usual and ordinary meaning, and should not be confined to any 
scientific or medical definition.? 

1The James J. Hill, 65 F. Supp. 265 * United States v. Swift & Co., 53 F. 
(DC Md., 1946). Supp. 1018 (DC Ga., 1943). 
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In still another case, the claimants took the position that the lan- 
guage of the statute was so broad as to be impossible of attainment. 
In this case, the decision, in part, reads: 


Decomposition may begin where life ends, but meat or fish is not decomposed at 
that early stage. Decomposed means more than the beginning of decomposition; it 
means a state of decomposition, and the statute must be given a reasonable construction 
to carry out and effect the legislative policy or intent.* 


In the preparation of tomato products, manufacturers are faced with 
many of the same kind of problems that confront the milling industry. 
Absolute freedom from decomposition can seldom be achieved in agri- 
cultural products. Tomatoes are no exception. The court, in dealing 
with this matter, asserted: 


It is argued for the claimant that since the presence of bacteria, miold, and yeast in 
any quantity is evidence of decomposition or the process of decomposition, and there 
is no fixed standard by which it can be determined when a product has reached such 
a stage of decomposition as to “consist in whole or in part of filthy, decomposed, or 
putrid vegetable substance,” the government cannot prevail. I infer from the testimony 
of the experts that it would be difficult, if not impossible, to fix any arbitrary standard 
by which the question could be determined, as it depends upon so many contingencies. 
In any event, no such standard has been fixed, in the absence of which each case 
must be determined on its own facts, and when it appears, as in this case, that the 
product is so far decomposed as to be unfit for food, it comes within the letter and 


spirit of the law.‘ 


In a criminal case, which, incidentally, the government lost and 
which deals with the language of the Act which we are discussing, the 
court instructed the jury as follows: 


You are instructed, however, that it was not the intention of Congress to include 
as a criminal offense the presence of filthy, putrid or decomposed matter in such in- 
finitesimal and inconsequential quantities as even the highest degree of care could not 
eliminate. You are instructed, however, that the presence of worm heads, worm legs, 
portions of worm bodies, fragments, fly eggs, mites, and rotted peach tissue with mold 
in such a substantial quantity that such contamination should have been discovered 


and eliminated would constitute adulteration within the definition of the statute. 


Another court opinion of much the same meaning was: 


The reason I reach the conclusion that Congress meant the public to understand 
the word “decomposed” in its ordinary accepted sense is because decomposition sets in 
immediately upon the destruction of life. The instant the fruit is taken from the tree, 
the instant the corn is taken from the stalk, the instant the life of a tree or plant 

A, O. Anderson & Co. v. United States, 5 United States v. Gerber Products Co. 
284 Fed. 542 (CCA-9; 1922) (DC Mich., 1943). 
4 United States v. 200 Cases Adulterated 
Tomato Catsup, 211 Fed. 780 (DC Ore., 
1914). 
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ceases, decomposition begins and continues to a greater or less extent. The word 
“decomposed” therefore must be used relatively, because from a technical standpoint 
it would be impossible to find a fruit or vegetable product that had not at least begun 
to disintegrate or decompose.® 


Effect of the Miller Bill on Flour Millers 


Another question which we were asked to discuss is, “What should 
millers expect since the passage of the Miller bill?’’ Perhaps it is un- 
necessary to explain that the title “Miller Bill’ does not refer to the 
milling industry, but rather to the Honorable William J. Miller, Con- 
gressman from Connecticut, who introduced, sponsored, and energet- 
ically applied himself to the passage of this amendment to the Food, 
Drug, and Cosmetic Act. 


It was enforcement practice under the old Food and Drugs Act of 
1906 to seize foods and drugs which became contaminated with insects 
or filth of any kind after they reached their destinations. In other words, 
if a carload of a cereal product was entirely legal when it arrived at an 
interstate destination warehouse, but if that warehouse was overrun 
with rats that defiled the product, it was seized. In a case [United 
States v. Phelps Dodge Mercantile Company, 157 F. (2d) 453 (CCA-9; 
1946), CCH Food Drug Cosmetic Law Reports { 7023; certiorari denied 
330 U. S. 818 (1947)] terminated on February 10, 1947, when the 
Supreme Court declined to review the lower court decision, it was held 
that the Federal Food, Drug, and Cosmetic Act of 1938 did not provide 
authority to seize goods which became defiled at destination. The Miller 
bill restores authority to make such seizures. This bill also prohibits 
the adulteration at destination of foods which have moved in interstate 


commerce, and it provides penalties for violation of this section. 


The best way to explain what millers can expect since the passage 
of the Miller bill is to tell what happened since its enactment. The bill 
became law in late June 1948. In the period from June 24, 1948, to Sep- 
tember 17, 1948, inclusive, there were 60 working days. During this 
period, 81 seizures of flour were made. This involved a total of approxi- 
mately 500,000 pounds. Merchandise which bore the valued trade names 
of firms in the milling industry had become defiled at destination through 





* United States v. 1246 Cases of Tomato 
Catsup (DC IIll., 1919). 
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no fault of the miller. Under some circumstances, the sale of that flour 
would unquestionably have reflected adversely upon the reputation of 
the millers. 


While we hope that the milling industry will continue its efforts 
to encourage terminal warehouses, wholesalers, and others to maintain 
clean establishments, we certainly do not hold millers responsible for 
what happens to their flour after it has passed to new ownership. To 
avoid any possible reflection upon the miller, the notices of judgment 
which we publish when such legal actions are terminated will not include 
a reference to the brand name of the product or to the name of the 
shipper. 


Transportation of Flour in Infested Cars 


Another question involves the application of the Food, Drug, and 
Cosmetic Act to infested cars used to transport flour, grain, and cereal 
products generally. There is no question in our minds but that the 
transportation of flour in cars which contribute insect infestation to the 
cereal is a violation of the law. We have joined with the industry in 
seeking to encourage research designed to result in the ultimate con- 
struction of cars which are more readily cleanable and which can be 
efficiently fumigated. Progress in this direction has not been as rapid 
as would be desirable. 


We felt it necessary to be tolerant during the war and not push the 
program too fast. We are now beginning to give increasing attention 
to this matter and expect to exert some gentle pressure, which we hope 
will not need to be made more than gentle, to the end that, (1) the cars 
be cleaned as well as is possible under present circumstances, and (2) a 
long-range program be started which will serve to eliminate cars as a 


source of insect contamination. 


Enforcement Statistics 


Mr. Wagner has asked me to recite some enforcement statistics. 
During the past fiscal year there were 27 seizures, 19 prosecutions, and 2 
injunctions based on the interstate shipment of flour that had been pro- 
duced under insanitary conditions or was contaminated with filth or both. 
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Effect of Requiring Proof of Wilful Intent or Gross Negligence 


Just one other question: “What is the attitude of the Food and 
Drug Administration regarding the proposal that the Food, Drug, and 
Cosmetic Act be amended so that no person or firm could be subjected 
to prosecution unless the government proved that the violation was done 
with wilful intent or was the result of gross negligence?” It is our view 
that if the statute were amended in this manner its effectiveness would 
largely be destroyed. It should be kept in mind that, with one exception 
since the passage of the original Food and Drugs Act of 1906, wilful 
intent or gross negligence has not been necessary to establish a charge 
of adulteration or misbranding of foods or drugs. 


In our view such an amendment would place a premium upon igno- 
rance and carelessness. We had extensive experience with language of 
this sort in the requirement of the Food and Drugs Act of 1906 that 
to prove that a man was guilty of shipping misbranded medicine in 
interstate commerce it must be shown to the satisfaction of the court 
and jury that the claims of benefit were both false and fraudulent. 


I recall very well one case where an ignorant, but well intentioned, 
man sold a medicine which consisted of a herb known as “‘Horsetail.”’ 
He made a tea of this concoction and sold it in large quantities for the 
cure of diabetes. The government had no difficulty in proving by 
competent specialists that ‘Horsetail’’ tea was valueless in the treatment 
of diabetes. It was not hard to find dozens of death certificates of persons 
who had died of diabetes when they abandoned their insulin and used 
“Horsetail” tea in its place. The defendant, however, was found not 
guilty because the jury concluded that he believed in his remedy. This 
man had only a meager education and, while it might have been quite 
easy to convict a physician who made the same claims, an ignorant man 
could not be convicted of intentional misrepresentation because he did 
not know any better. 


If proof of wilful intent or gross negligence were required in cases 
based on allegedly filthy flour, it would be inevitable that different 
standards of sanitation would be imposed upon millers in competition 
with one another. The availability of proof, of deliberation, or of gross 
negligence in one case as contrasted with a lesser amount of such proof 
in another would inevitably have this result. Certainly, the most pro- 
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gressive mills with the more highly trained and educated technicians 
would be held to a very strict accountability because it would be easy 
in their case to prove that they had skilled persons who knew better. 


The Supreme Court of the United States in the case known as the 
Dotterweich decision [United States v. Dotterweich, 320 U. S. 277 
(1943) ] dealt with this matter. This decision points out that the statute 
makes any person who violates its terms guilty of a misdemeanor. 
The court asserted that: 


Hardship there doubtless may be under a statute which thus penalizes the trans- 
action though consciousness of wrongdoing be totally wanting. Balancing relative 
hardships, Congress has preferred to place it upon those who have at least the 
opportunity of informing themselves of the existence of conditions imposed for the 
protection of consumers before sharing in illicit commerce, rather than to throw 
the hazard on the innocent public who are wholly helpless. 


[The End] 


SHELLFISH SANITATION PROGRAM 


There are no visible signs by which a safe 
oyster or clam may be identified. But knowing 
the oyster’s or clam’s background helps. In 
those states which conduct a shellfish sanita- 
tion program in cooperation with the United 
States Public Health Service, a shipper who 
has complied with the standards set up by this 
program is granted a certificate. The number 
of the certificate may be found on the con- 
tainer, or on the shipping tag where the oysters 
or clams are sold in bulk. This number iden- 
tifies the shellfish as having been grown in clean 
waters and prepared for the market under 
sanitary conditions. Federal Security Agency 


Release 449, October 31, 1948. 
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The Desirability 
of Uniform Food Laws 





DOES A 
MULTIPLICITY OF FOOD 
LAWS KEEP FOOD PRICES UP? 





E HAVE 48 STATES in addition to Congress engaged in 
making laws to regulate our conduct—prescribing what is 
right and prohibiting what is wrong. 

Even in the many cases where all these jurisdictions have the same 
ultimate objective, it would be a miracle if the resulting laws should 
bear any high degree of uniformity without some positive and concerted 
effort to secure it. 

Laws against murder, larceny and other common crimes, for in- 
stance, are almost universal, but we can hardly expect all states to 
define these and other crimes in identical language or to impose the 
same penalties for committing them, except in those cases where the 
necessary effort has been made to bring about such uniformity. 


Uniformity Achieved in Many Branches of Law 


As a matter of fact, there is little to be gained by striving for such 
uniformity in many areas of the law. Thus, it makes comparatively little 
difference whether larceny in Ohio is defined in the same way as it is 
in Texas, or whether the penalty for it is the same or not. In many 
other branches of the law, however, the desirability of uniformity has 
long been recognized and has already been achieved in varying degree 
in a number of important instances. Thus, the District of Columbia, 
all states and territories now have the same Negotiable Instruments 
Law; 45 states have so-called Fair Trade laws, all of which follow one 
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or the other of several main patterns; 27 states, including the District 
of Columbia, have enacted laws patterned after the model false ad- 
vertising statute or which cover substantially the same subject matter. 
There is a Uniform Sales Act and a Uniform Warehouse Receipts Act. 
The advantage of greater uniformity in the state laws covering marriage 
and divorce, corporations, real property, inheritance and intestate suc- 
cession, the practice of the professions, commercial practices and various 
other spheres of law has long been advocated, and in several instances 
the attempt for such uniformity has met with at least partial success. 


Advantages of Uniformity 

In many of these cases, greater uniformity is desired mainly for 
the purpose of simplifying compliance and eliminating the confusion 
and conflict which may arise where individual transactions or relation- 
ships are governed by the laws of more than one state. 

But in the area to which this contribution is devoted—the food 
laws—special economic considerations are involved in addition to the 
more obvious advantages flowing from uniformity. 


Bearing of Food Laws on Prices 
The fact is that the provisions of our food laws have a direct bearing 
upon food prices. If, for instance, we had no food laws at all, as was 
once largely the case, food prices would no doubt be considerably lower 
than they are, although, of course, our death rate would be so much 
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higher and the danger to public health so much greater that the lower 
prices made possible by the absence of regulatory food laws would 
be dearly bought. At the other extreme, unnecessarily high standards 
in our food laws would automatically add to food prices without serving 
any useful purpose so far as the conservation of the public health is 
concerned. In the same way, lack of uniformity in federal and state 
laws covering foods adds directly to food costs, whereas uniform laws 
would make for lower prices without lessening consumer protection. 

One of the principal ways in which food law variations add to 
food costs lies in the need they create for special labels, stampings and 
other marketing requirements. With most of our principal packaged 
foods enjoying national distribution, each special label required by 
reason of some variation in a state food law obviously adds to the 
cost. The manufacturer, processor or distributor may pay the increased 
cost in the first place, but eventually, of course, it is reflected in the price 
and the consumer pays it. With the present high cost of living a matter 
of national concern, the possibilities of lower food prices through greater 
uniformity in our food laws would seem to deserve immediate and 
serious attention. 


Lower Cost of Enforcing Uniform Laws 


Of almost equal importance is the fact that the administration and 
enforcement of our food laws could be accomplished at much lower 
cost if the Federal and state authorities worked under uniform laws. 
Nothing is more exasperating to a businessman than to find one juris- 
diction interpreting a law one way and the very next jurisdiction inter- 
preting a similar law another way; or to discover that whereas he is 
complying with the federal law he is at the same time violating some 
one or more state laws. This makes compliance a very expensive and 
difficult matter. 

There is, therefore, a growing resentment among producers, manu- 
facturers, suppliers, etc. over the unnecessary expense and aggravation 
caused by these conflicting requirements of the various states and Fed- 
eral government. There is even confusion in the enforcement of food 
laws. 

The writer is one of those who agrees with the late President 
Roosevelt when he said that ‘‘the great majority of those engaged in the 
trade in food and drugs do not need regulation—they observe the spirit 
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as well as the letter of existing law," * but if we must have regulation, 
at least let it be uniform. The evolution from the unregulated days of 
the food and drug industry prior to the 1906 Food and Drug Act to 
the present Federal Food, Drug, and Cosmetic Act, supplemented by 
the various state food laws, has been a rapid one and quite complete. 
Whereas in the old days there may have been a lack of any semblance 
of regulation, today the trend is in the opposite direction. 


It is true that the food laws are essentially consumer measures, 
intended for their protection. The public health is the reason for the 
laws and hence nothing should be overlooked to accomplish the best 
protection to the consuming public—but “all the zeal for consumer 
protection does not rest entirely on the side of the official. A large 
percentage of industry is just as zealous for consumer protection.” * 
Then why not make it easier for industry and at the same time benefit 
the pocket of the consumer by eliminating many items of cost to the 
manufacturer for special labels, stampings, etc. necessitated by certain 
jurisdictions, and thus afford the public the greatest amount of pro- 
tection? The present high cost of food has naturally attracted the 
attention of all of us. Efforts are being directed toward achieving some 
means of reducing these food costs. Certainly one step in this direction 
would be for the authorities and industry to take up the problem of 
lack of uniformity of food laws and examine it with care and thorough- 
ness not only with a view towards making it easier and safer but also 
less expensive for all concerned—whether it be the consumer himself, 
the administering authority or the producer, manufacturer or supplier. 


There is no doubt that the administration and enforcement of all 
food laws could be accomplished at a much lower cost if the federal 
and state authorities worked jointly under uniform laws. If uniform 
state food laws were adopted in each state, administration and en- 
forcement of all acts would be facilitated. For example, there can be 
little doubt that the Federal Food, Drug, and Cosmetic Act with its 
extensive control and regulation of foods, drugs, and cosmetics has 
proven to be of tremendous benefit to the consuming public. In ten 
years since its enactment, it has proven to be a good law. If all states 














1 Statement of the President of the United 
States on March 23, 1935, when the present 
Federal Food, Drug. and Cosmetic Act was 
being considered. Communicated to Con- 
gress, Congressional Record, Vol. 79, part 
4, p. 4262. 
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? Ole Salthe, “State Food, Drug & Cos- 
metic Legislation and Its Administration,"’ 
Law & Contemporary Problems, Vol. VI, 
No. 1, Winter, 1939, p. 166. 
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were to adopt laws just like it, they could reap the benefit of the 
experience gained by the Federal government in administering its Act. 
Decisions, rules, regulations, and trade correspondence under the Fed- 
eral Act could be used to advantage in the administration and enforce- 
ment of the state acts and could act as guides to the state courts and 
state food authorities. All authorities could actively cooperate in in- 
vestigations, establish standards and arrive at new regulations when 


needed. 
Uniformity of All Food Laws Desirable 


Twenty-two states * have already adopted acts modeled after the 
Federal Food, Drug, and Cosmetic Act, and it would be to the bene- 
fit of all if the rest followed suit. However, we should not stop there 
—weights and measures laws should be uniform, bread laws should 
be uniform, and laws relating to other specific food commodities should 
be uniform. In short, all food laws should be uniform. 


Uniformity Advocated by Experts 


This desire for uniformity was not born with the writer. Many 
experts in the food field have fought for the same ideas. In fact at 
the convention of the Association of Food and Drug Officials of the 
United States in New Orleans, Louisiana, in October, 1940, a pro- 
posed “Uniform State Food, Drug, and Cosmetic Bill” was approved 
and endorsed.‘ Following the passage of the Federal Food, Drug, 
and Cosmetic Act, Mr. Ole Salthe, who probably had as much to do 
with the formulation of that Act as anyone else, through his close 
association with the late Senator Copeland, said on this subject,’ 


When the state legislatures delegate power to state officials to promulgate regu- 
lations there should be some definite provision for uniformity of action with the 
federal laws, so as to eliminate the confusion that would result in trying to comply 
with conflicting control. To avoid this situation it will be necessary to make provi- 
sions such as either (a) exempting from the adulteration and misbranding provisions 
of the state laws an article in interstate commerce which complies with the federal 
law or (b) providing in the state laws that the regulations of the federal government 
will be adopted by the states. 








’ Arkansas, California, Connecticut, Flor- Wexter Avenue, Montgomery, Alabama; 
ida, Indiana, Louisiana, Missouri, Nevada, CCH Food Drug Cosmetic Law Reports 
New Hampshire, New Jersey, New York, 25,101 and following 
North Carolina, North Dakota, Oklahoma, 5 “State Food. Drug & Cosmetics Legis- 
Oregon, Tennessee, Utah, Vermont, Vir- ation and Its Administration,” Law 
ginia, Washington, West Virginia, Wy- Contemporary Problems, Vol. VI, No. 1, 
oming. Winter 1929, p. 175. 


*A copy of this bill can be obtained from 
the Secretary, Mr. George H. Marsh, 515 
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It is also important that a Uniform State Law contain a preamble or section 
indicating the intent of the law. If the intent is to be uniformity, then it would be so 
stated in the law. This would be helpful to the courts in interpreting the law.° 


Indiana Uniform Act 


The first uniform state law adopted *—the ‘Uniform Indiana Food, 
Drug, and Cosmetic Act’—under Section 2 states that that Act is 
intended to enact state legislation—which thus promotes uniformity 
of such laws (both the Federal and State Acts) and their administra- 
tion and enforcement, in and throughout the United States.* 

In this Act, Indiana adopts the Federal standards for foods, the 
coal-tar color certifications established, the same Federal drug require- 
ments as well as Federal regulations applicable to Indiana. Needless 
to mention then, tests and investigations in connection with fixing stand- 
ards and promulgating regulations are unnecessary in Indiana and that 
expense is saved. In other words, Indiana and other states which have 
followed its lead reap the benefit of the Federal government's work 
and incur less expense. However, they not only save money but they 
also have the advantage of being tied in on all the latest developments 
and they adopt the same efficient methods of administering and en- 
forcing their Acts. With all the state food laws uniform and uniformly 
administered and enforced there would be real cooperation between 
Federal and state authorities to the benefit of all—the general public, 
the governments themselves and industry. All rules, regulations and 
requirements being the same everywhere, industry would be in a position 
to know just what is wrong and what is right in any case or in any 
jurisdiction. 

Savings Through Uniformity 


Doing away with conflicts in laws, regulations or interpretations, 
would also end much needless litigation and save both the manufac- 





intrastate commerce in _ food, 





‘ Same ing from 

™ Passed March 6, 1939 Effective on drugs, devices, and cosmetics: and 
March 6, 1939, and, in part, March 6, 1940 ““(b) Which is uniform, as provided in 

S’Ch. 38, Acts of 1939. This Act inci- this Act, with the Federal Food, Drug. and 
dently was drafted by Charles Wesley Cosmetic Act: and with the Federal Trade 
Dunn. Its preamble reads Commission Act, to the extent it expressly 

“Sec. 2. This Act is intended to enact outlaws the false advertisement of food, 
State Legislation drugs, devices, and cosmetics: and 

‘*(a) Which safeguards the public health ‘(c) Which thus promotes uniformity of 
and promotes the public welfare by pro- such laws and their administration and 
tecting the consuming public from injury enforcement, in and throughout the United 


by product use and the purchasing public’ States."’ 
from injury by merchandising deceit, flow- 
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turer and the consumer many dollars. Would not the result be to stamp 
out to a great degree, if not in toto ‘that small proportion of the indus- 
tries which, through negligence, ignorance, or deliberation, ignores the 
requirements of the law to the detriment both of the consumer and the 
ethical manufacturer?” * All enforcement agencies giving force to the 
same laws would make for greater efficiency, eliminate the many in- 
cidental costs with which manufacturers are presently burdened by the 
special requirements of certain jurisdictions (which costs in most cases 
are necessarily passed on to the consumer) and benefit the pocketbook 
of the general public. 


Compliance Facilitated 


The Federal Security Agency has spoken of the “striving of the 
majority of our manufacturers to do a sincere and workmanlike job of 
giving American consumers pure and honestly labeled foods, drugs and 
cosmetics." '° Give them uniform laws with which to comply and not 
only will the element of strife vanish because adherence to the law 
would be facilitated but also instead of a majority even a greater number 
of manufacturers would be doing “a sincere and workmanlike job.” 
Manufacturers, producers, suppliers, down to the retailer could not fail 
to know what is required of them. There would be no unwitting errors 
or omissions and the cheat or fraud would be more easily detected. Vio- 
lations would be cut to a minimum. 

Problems confronting national manufacturers and suppliers of food 
—particularly in the matter of proper labeling—are numerous and com- 
plicated. Is it sufficient simply to comply strictly with the Federal Act? 
It should be, but it isn’t in all cases! Some states require just a little 
more, or they interpret their laws a little differently and hence special 
labels must be made for the particular jurisdiction. Interpretations of 
regulations or the regulations themselves which necessitate special treat- 
ment in certain states always mean additional expense, which, as in- 
dicated before, is mostly borne by the very people these laws were 


intended to protect. 


Special Labels Necessary Under Different Laws 


Since the Federal Food, Drug, and Cosmetic Act is national in 
scope, enacted to protect the country as a whole, surely compliance 





* Federal Security Agency Release 377, ” Federal Security Agency Release 229, 
February 27, 1948. February 7, 1947. 
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with its requirements should be sufficient to satisfy state food authorities. 
Such is not always the case however. For example, the statement ‘added 
color” is required to be placed on cheese and butter labels in the states 
of Connecticut,"? Florida,’* Louisiana,’* North Carolina,’* and possibly 
North Dakota,’® whereas the Federal Act specifically exempts these two 
products from this requirement.’® Result—special labels, which neces- 
sarily means an additional item of cost. The irony of it all is that both 
the Connecticut and Florida basic food laws contain sections outlining 
the legislative intent and purpose of these laws, and one of the pur- 
poses is expressed to be the promotion of uniformity with the Federal 
Food, Drug, and Cosmetic Act and its regulations." 

The Federal law with respect to deceptive packages reads: “A food 
shall be deemed to be misbranded—(d) If its container is so made, 
formed, or filled as to be misleading.’ ** The administrators of this 
law have wisely seen fit to permit some allowance or tolerance, subject 
to the strict rule of -““good commercial practices," and the Administra- 
tion has suggested that the maximum percentage of fill and the minimum 
amount of unavoidable space occupied by other than the product should 
be the goal for which industry should strive.’® It is common knowledge 
that often shrinkage occurs after the goods are packed, and in the 
hands of the consumer the container may not be as full as when packed. 
Allowances must be made for these unavoidable conditions. 

An example of the hardship and impracticability of operation is 
presented in the case of a state weights and measures regulation which 
reads as follows: 





1 Administrative regulations regarding ‘North Carolina Food, Drug. and Cos- 
the labeling of certain food products. Con- metic Act, Sec. 106-130 (k) (Chapter 106 
necticut Food, Drug & Cosmetic, Sec. 13 of the General Statutes of North Carolina, 
(k), Uniform Connecticut Food, Drug, and 1943) 

Cosmetic Act (Chapter 364 (S. 167). ap- “% Although it does not expressly say so, 


proved June 29, 1939. as codified by Chap- it may be construed to require a statement 
ter 135b of the 1939 Supplement to the of ‘‘added color’’ on butter. Food and Drug 
General Statutes: amended by House Bill Law, Sec. 19-0211 (Ch. 19-02 of the North 
2693, further amended by House Bill 1206; Dakota Revised Code of 1943) 


further amended by Public Act No. 12, % Federal Food, Drug, and Cosmetic Act, 
Laws 1947: further amended by Public Act See. 403 (k) 
No. 7, Acts 1947). 1 Connecticut Food, Drug, and Cosmetic 
2 Florida Food, Drug, and Cosmetic Act, Act. No. 11, supra. Sec. S886e Florida 
Sec. 500.11 (11) (Chapter 500. Florida Stat- Food, Drug, and Cosmetic Act, Note 12, 
utes, 1941, as amended by Chapter 22927, supra. Sec. 500-02. 
law without approval, June 11, 1945, effec- '’ Federal Food, Drug, and Cosmetic Act, 
tive June 11, 1945). Sec. 403 (d) 
13 Louisiana State Food, Drugs, and Cos- ” Trade Correspondence 318, August 20, 


metic Act, Sec. 4 (k), Act 142 of 1936, as 1940. 
amended by Act 185 of 1942. 


Uniform Food Laws Page 525 








It shall be unlawful to keep for the purpose of sale, offer or expose for sale, 
or sell any commodity in package form if its container is so made, formed, filled or 
labelled, or if it is so wrapped, or if the commodity is so packed or arranged in the 
container, as to be deceptive and/or mislead the purchaser as to the quantity of the 
contents. A package shall be considered deceptive and misleading if the unfilled 
portion is greater than ten per cent (10%) of the cubical content of the package.” 

It is virtually impossible to comply strictly with this regulation 
with reference to certain products. Containers of certain items will 
necessarily be less than 90 per cent filled due to evaporation, drying, 
varying atmospheric conditions, transportation, etc. The state, mindful 
of this, has given exemptions to manufacturers asking for the same in 
good faith. However, it is not the administration of this law to which 
we call attention, it is the necessity for this regulation at all—espe- 
cially when the basic food and drug law of the state adequately takes 
care of this problem.*' It is interesting to observe that, notwithstanding 
the broad restrictions of this regulation the basic statute prohibits any 
prosecution based on a violation due ‘‘to causes beyond control of the 
seller acting in good faith.” * 

As a further example, there have been proposed by the Federal 
Security Administrator standards for bread,** but these standards have 
not as yet been promulgated.** However, the Administrator having 
designated bread under Section 902 (a) (2),*° as being food having 
a common name it was exempted from naming ingredients until formal 
promulgation and effectiveness of such standard. Incidentally, this regu- 
lation under 403 (i), although only effective until February 15, 1941, 
was informally extended by the Administration in January, 1941.*° 
Therefore, under the Federal Act it is permissible to omit the ingredient 
statement from the bread label. This cannot be done, however, in the 
State of Tennessee, whose law is not only modeled after the Federal 
Statute, but is identical so far as their pertinent sections are concerned. 
Without the exemption afforded by the Federal law, the wording and 





2 Georgia Weights and Measures Act, * Promulgated February 15, 1939; effec- 
amendment to Rules and Regulations, No- tive February 15. 1939, to February 15, 
vember 18, 1946. 1941. 4 Federal Register 956, February 17, 

21 Georgia Food and Drugs Act, Sec. 2 1939. 

2 Georgia Weights and Measures Act, * The Food and Drug Administration an- 
Sec. 2 nounced that no action would be inaugu- 

23 Proposed by Federal Security Adminis- rated, until further notice, against foods 
trator Miller, July 29, 1943. Published Au- for which the exemption period from label- 
gust 3, 1943, 8 Federal Register 10780 ing requirements had expired pending the 

* Sec. 17.5 of Title 21, ‘‘Food and formulation of standards. Trade Corre- 
Drugs,’’ Ch. I, ‘‘Food and Drug Adminis- spondence 353, January 21, 1941. 
tration,”’ of the Code of Federal Regula- 


tions. 
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meaning of the Tennessee law cannot be interpreted otherwise by any 
legal authority than that the ingredient declaration shall be on each 
article of foodstuff sold, offered or exposed for sale in the State of 
Tennessee when said article is composed of two or more ingredients 
unless a standard of identity has been adopted for the particular prod- 
uct.27. The State of Tennessee has not adopted any standard for any 
product. Hence special bread labels are required for Tennessee if in- 
gredients are ordinarily omitted from bread labels used elsewhere. 


Registration Requirements 


Another aggravation to manufacturers is the registration require- 
ments of practically all states. Without payment of a registration fee, 
dealing in foods is prohibited. Naturally this has caused some criticism 
by industry which argues that since food laws are public health measures 
they should not be turned into revenue making laws which only tend 
to raise the price of the product to the consumer. However, manufac- 
turers are not particularly opposed to registration requirements when 
all that is necessary is to supply some information or sample and pay 
a nominal fee. It is when, in addition to this, they must note on their 
labels that the product is registered in this or that state, that they are 
justly annoyed. The payment of the registration fee does not add 
much to the cost of the item but when special labels are required for 
a particular state, the extra cost may be substantial. 


The Pennsylvania Bakery Law, for example,** requires all bakeries 
and bakery products to be registered with the Department of Agri- 
culture of that State. It further requires that all wrappings, containers, 
labels, etc. must bear the words ‘‘Registered with the Pennsylvania De- 
partment of Agriculture,” or the approved abbreviation thereof. These 
regulations apply also to the so-called imported bakery products which 
are manufactured in another state, both the imported product and the 
bakery being required to be licensed. This law then means not only 
license fees but special labels for those bakery products sold in Penn- 
sylvania, or the use of one label for all states with the required Pennsyl- 
vania registration statement printed thereon. 





27 Tennessee Food, Drug, and Cosmetic Department of Agriculture, " Bureau» of 
Act, Ch. 120 (S. 568) Public Acts of 1941, Foods and Chemistry—Bakery and Bakery 
approved February 15, 1941, Sec. 11 (i). Products, Sec. 605. 


*8 Sec. 3, Bakery Law, Act of May 22, 
1933, P. L. 912, as amended Title 2, Ch. VI, 
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Alcoholic Content of Extracts 


A few states, including Ohio, require that extract labels state the 
content of alcohol.”® This is not required by the Federal government 


or by the majority of the states. 


Size of Type Used in Labeling 


The Federal Food, Drug, and Cosmetic Act requires no particular 
size of type on labels. Any word, statement, or other information re- 
quired by the terms of the law to appear upon the label must be promi- 
nently placed thereon with such conspicuousness (as compared with 
the other printed matter on the label) and in such terms as to render it 
likely to be read and understood by the ordinary individual, under the 
usual conditions of purchase and of use.*® Not so with a number of 
states which require eight point caps or brevier.*? 


Color of Labeling 


California and Michigan require a color designation on honey 
labels; California, on comb and extracted honey; Michigan, on ex- 
tracted honey.*? Other states and the Federal government do not. 


Artificial Coloring and Benzoate of Soda 


Wisconsin prohibits the use of artificial color in macaroni and 
noodles, and it requires labels to show that none has been added.* 
Wisconsin also prohibits use of benzoate of soda in foods.** The Fed- 
eral government makes no such requirements nor do other states. 


Food Standards and Dairy Laws 


These are but a few of the problems that confront manufacturers 
and suppliers of food, but there are many more. For example, we all 
know that the Federal authorities have promulgated standards of identity 


* Amended Regulation 1 (d) of the Gen- Ruling #799, Rules and Regulations gov- 
eral Standards to the Ohio Food and Dairy erning the sale of Honey; California Agri- 
Laws; Subsec. 4 of G. C. Sec. 5785, as cultural Code, Division of Standardization, 
amended by H. B. 225 (108 V. 460) 1920 Ch. 2, a, Honey Standards, Sec. 844 and 
O. A. G, p. 45. 844.1 

3% Sec. 403 (f). 33 Ch. 97 Dairy, Food and Drugs, Wiscon- 

% Colorado, Georgia, Idaho, Illinois, sin Stat. 1945, Sec. 97.3051. 

Iowa, Kansas, Massachusetts, Minnesota, % **Benzoic Acid in Foods,’’ Ch. 97 Dairy, 
Montana, Oklahoma, Pennsylvania. Food and Drugs, Wisconsin Stat. 1946, Sec. 

3% State of Michigan, Department of Agri- 97.28. 

culture, Bureau of Foods and Standards, 
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for certain foods but we find that they have not been adopted by all 
states. Thus, Federal standards for the enrichment of certain foods 
such as corn meal and related products have not been adopted by all 
states. Some are the same, others different and some states do not 
require enrichment at all. Not all states have the labeling exemption for 
raw food stuffs. Dairy laws of the states are not in all cases uniform with 
the Federal law and they vary considerably among themselves. 


Bread, Flour, Feedstuffs, Insecticides 


Bread laws differ in almost every jurisdiction as to enrichment, 
standard loaves and size of type for net weight declaration. In fact, 
where the Federal government and the State of Michigan require that 
the net weight declaration be “clear and conspicuous,” the City of 
Detroit insists that the net weight statement on the bread label be in 
30 point type.*® Seventy-two point type is the equivalent of one inch, 
so you can imagine what the Detroit requirement will do to a label, aside 
from the fact that a special one would be necessary in that jurisdiction. 
Laws and regulations concerning flour and feedstuffs vary greatly.* 
Laws regulating the manufacture and sale of insecticides differ widely 
among the states. It is heartening to note, however, that measures pat- 
terned after the new Federal Insecticide, Fungicide, and Rodenticide 
Act have been enacted in some states and are now pending before 
other state legislatures. 


Ice Cream Standards 


Finally, practically every state in the Union has promulgated ice 
cream standards which are radically different from each other. The 
Federal government has already taken steps to establish standards of 
its own. The proposed Federal standards already have been pub- 
lished.**? The result is that the national manufacturer of ice cream 
will find himself in a position where he may be required to have special 
labels for different jurisdictions, and at the same time precluded from 


ers’ National Federation, 309 W. Jackson 





% Sec, 4 of Article IV of Ch. 34 of the 


Compiled Ordinances of the City of Detroit 
of 1945: . All loaves of bread shall be 
marked with the weight thereof both in 
letters and numerals, all of which shall not 
be less than thirty (30) point type on either 
the wrapper or a tag affixed to such 
loaves.”’ 

*% See the excellent digest of Federal and 
State Requirements published by the Mill- 
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Blvd., Chicago 6, Il. 

%* Proposed by Acting Federal Security 
Administrator Miller, October 30, 1941, for 
hearing Published November 1, 1941. 6 
Federal Register 5574. Sec. 19.000 of Title 
21, *“‘Food and Drugs,”’ Ch. 1, ‘‘Food and 
Drug Administration’’ of the Code of Fed- 
eral Regulations. 
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shipping in interstate commerce ice cream which might fully comply 
with the laws of the state or states of destination but which would not 
conform to the Federal standard when and if the latter becomes ef- 
fective. 


Collaboration Suggested 


The few examples referred to herein will serve to illustrate the 
many conflicts, inconsistencies and special requirements which cost the 
manufacturers much annoyance and added expense. 


What can be the solution? Perhaps if the authorities, the food 
industry and all other interested parties gave this problem serious con- 
sideration, a solution would naturally present itself. There would appear 
to be no need for a new organization to be formed for this purpose, 
since there are so many efficient, useful trade associations in the differ- 
ent branches of the food field, whose principal aims are the general 
protection and interest of the industry.** Why could not these or- 
ganizations collaborate in a joint effort to achieve uniformity of these 
laws? Why could they not look into and study not only the basic 
food and drug laws of all states but all the related laws? (Weights 
and Measures Laws, particularly as well as the other local measures, are 
even a greater thorn in the side of the manufacturer.) Each in its field 
could make comparisons of the varying requirements of different juris- 
dictions, as was done in the case of flour and feedstuff.*° From these 
comparisons in each field of the food industry, (i. e., on bakery items, 
confectionery, canned goods, flour, milk, etc.) plus the results of con- 
sultations that could be held with representatives of the affected indus- 
tries and consumers’ panels, they could arrive at model uniform laws. 
Allowances, of course, would be made for any differences warranted 
by local conditions. These proposed laws could then be publicized ex- 
tensively, emphasizing their importance, and finally, the various trade 
associations involved could sponsor their passage by different legislatures 
throughout the country. 








% The following are some of the leaders and all the local canners’ associations, Na- 
in their fields, some of which have made in tional Coffee Association, National Confec- 
the past many constructive contributions to tioners Association, National Macaroni 


lessen the burdens of the Food Industry: 
American Institute of Baking, American 
Spice Trade Association, Evaporated Milk 
Association, Grocery Manufacturers of 
America, National Association of Manufac- 
turers and the various state manufacturers’ 
associations, National Canners Association 
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Association, National Millers Federation 
National Preservers Association, Tea Asso- 
ciation of U. S. A., and various others. 

%® See note 36, supra. See also chart ap- 
pearing at CCH Food Drug Cosmetic Law 
Reports { 25,011. 
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Purpose of Food Laws 


The purpose of food laws should not be only to protect the con- 
suming public, but also to protect the American food industry from 
unreasonable restrictions or limitations. That is particularly true today 
when we strive for more production, at the lowest possible cost to meet 
the needs of the greatest number of consumers. 

The Supreme Court has said in the Sullivan case “*° referring to the 
Federal Food, Drug and Cosmetic Act: 


Its purpose was to safeguard the consumer by applying the Act to articles from 
the moment of their introduction into interstate commerce all the way to the moment 
of their delivery to the ultimate consumer. 


By this test, what more beneficial standard could be applied for all 
citizens than a uniform one? It is a bad national policy which requires 
a manufacturer to concern himself with the intricacies of varying local 
requirements many of which are inconsistent. If the consumer of food 
requires protection, his interests will best be guarded by enacting uni- 
form food laws, due regard, of course, being paid to state rights and 
sovereignties. [The End] 


NeW YORK SECTION MeetiNo 


The Section on Food, Drug and Cosmetic 
Law of the New York Bar Association will hold 
its fourth annual meeting on January 27, 1949, 
in the Meeting Hall of the Association of the 
Bar of the City of New York, at 42 West 
44th Street. 


The Section Chairman, Mr. Charles Wesley 
Dunn, invites all lawyers to attend this meeting, 
which is designed to provide a constructive dis- 
cussion of the food, drug, and cosmetic law, in 
general, and of the Federal Food, Drug, and 
Cosmetic Act, in particular. 





“ United States v. Jordan James Sullivan Ed. 305 at 309 [CCH Food Drug Cosmetic 
Trading as Sullivan’s Pharmacy, 92 Law Law Reports { 7076). 
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The Sullivan Case 





DOES IT OFFER 

A THIRD BASIS OF FEDERAL 
POWER OVER 

INTRASTATE COMMERCE? * 





N JANUARY 19, 1948, the Supreme Court handed down its 

decision in United States v. Sullivan,’ well recognized as a lead- 

ing case under the Federal Food, Drug, and Cosmetic Act.? 
The case involved a violation with respect to labeling of a drug prepara- 
tion, but the ruling has immediate import for dealers in foods, devices, 
and cosmetics as well, and ultimate significance for all who are concerned 
with Federal regulation based on the commerce clause. 


The six to three majority of the Court held that when a retail 
druggist removed some of the tablets from a large container, which had 
previously moved in interstate commerce but which he had purchased 
in intrastate commerce, and put them in a small pill box for the retail 
customer, without putting on the pill box the labeling specified in the 





Federal act, he violated Section 301 (k),* which then provided that: 


Section 301. The following acts and the causing thereof are hereby prohibited: 


. 


* 


(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 








* The author acknowledges the invaluable 
assistance of Mr. Richard F. Wilkins of the 
senior class of the Cornell University School 
of Law. Assistance in assembling material, 
provided by William W. Goodrich, Esquire, 
and Ralph F. Kneeland, Jr., Esquire, of the 
Food and Drug Administration, also is 
gratefully acknowledged, without implying 
that they in any way approve the views 
expressed. Views expressed are not neces- 
sarily those of any organization or com- 
mittee. 
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1 October Term, 1947, 92 L. Ed. Adv. Ops. 
305, CCH Food Drug Cosmetic Law Reports 
{ 7076 [3 Food Drug Cosmetic Law Quar- 
terly (1948) 131]. A search as of July 1948 
for previous commentaries on this case re- 
veals only a note on the decision of the 
Circuit Court, 60 Harvard Law Review 1344. 

2 Public Act No. 717, Seventy-fifth Con- 
gress, approved June 25, 1938, 21 U. S. C. 
301-392, CCH Food Drug Cosmetic Law Re- 
ports § 311 et seq. 

321 U.S. C. 331 (Kk). 
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y BY WILLIAM A. QUINLAN 
Member of the Bar of the District of Columbia 





drug, device, or cosmetic, if such act is done while such article is held for sale after 
shipment in interstate commerce and results in such article being misbranded. 


In effect, the Court, although with considerable incidental discus- 
sion, held that the words “whether or not the first sale’’ were implicit in 
Section 301 (k)—in effect, that is, that this section should be read: 


. while such article is held for sale [whether or not the first sale] after ship- 


ment in interstate commerce . 


In other words, the Court seems to have held (although see the 
rationale of the majority opinion) that once a food, drug, device, or cos- 
metic had moved in interstate commerce, the Act prohibited anyone from 
doing anything that would result in its being misbranded within the 
meaning of the Act before it reached the ultimate consumer, and that this 
application of the Federal act to intrastate as well as interstate trans- 
actions was constitutional. 


The Court, therefore, gave advance approval to the express inser- 
tion in the statute of the words “whether or not the first sale,’ which was 
accomplished by the so-called Miller Amendment on June 24, 1948.* 
In that amendment, the Congress also applied the same prohibition to 
acts resulting in adulteration, inserting as follows the portions italicized: 


(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale (whether 
or not the first sale) after shipment in interstate commerce and results in such article 
being adulterated or misbranded. 





* Public Law No. 749, Eightieth Congress. 
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This summary, for convenience, is given at the beginning rather 
than the end, but the background and detailed facets of the case and its 
possible implications for the future should be interesting to all who are 
concerned with the Federal powers, and all should be. 


Detailed Facts of the Case 

The detailed facts of the case were these: Between November 25, 
1943, and March 15, 1944, the Abbott Laboratories of North Chicago, 
Illinois, shipped a consignment of drugs to its warehouse in Atlanta, 
Georgia, where they were placed in its stock for local sale. About Sep- 
tember 29, 1944, Sullivan, a retail druggist in Columbus, Georgia, pur- 
chased from that stock a bottle of 1000 Sulfathiazole tablets. The bottle 
was properly labeled in accordance with the requirements of the Act.® 


On or about December 13, 1944, Sullivan, who had placed the bottle 
upon his shelves pending sale, sold 12 tablets from it to two Federal 
inspectors. He removed the tablets from the large bottle and placed 
them in a small pill box marked merely ‘‘Sulfathiazole.”’ 


An information on two counts, charging Sullivan with violating 
Sections 502(f)* and 301(k) of the Act on the ground that he had done 
an act while the drugs were held for sale after shipment in interstate 
commerce which resulted in their being misbranded, that is, lacking 
requisite labeling, was brought in the District Court for the Middle 
District of Georgia. He moved to dismiss the information. The Dis- 
trict Court denied the motion,’ and Sullivan was convicted. The Circuit 
Court of Appeals for the Fifth Circuit reversed the lower court.’ The 
Supreme Court reversed the Circuit Court and affirmed the conviction. 


The Views of the Lower Courts 


As was correctly pointed out by District Judge Davis, the Act rests 
upon the commerce clause of the Constitution. 





s 1000 Tablets (Bisected) Physicians should familiarize themselves 


Sulfathiazole 
(Sulfanilamidothiazole) 
0.5 Gm. (7.7 grs.) 
Abbott 
List No. 3430 
CAUTION.—To be used only by or on 
the prescription of a physician. 
WARNING.—In some individuals Sulfa- 
thiazole may cause severe toxic reactions. 
Daily blood counts for evidence of anemia 
or leukopenia and urine examinations for 
hematuria are recommended. 
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with the use of this product before it is 
administered. A circular giving full direc- 
tions and contraindications will be fur- 
nished upon request. 
F5 Serial No. 311T237 
Abbott Laboratories 
North Chicago, Ill., U. S. A. 
#21 U.S. C. 352 (f). 
767 F. Supp. 192, CCH Food Drug Cos- 
metic Law Reports { 7014. 
8161 F. (2d) 629, CCH Food Drug Cos 
metic Law Reports { 7050. 
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But, although citing many earlier cases on the commerce power, 
and considering the constitutional issue at some length, the District 
Court's own discussion of the general conclusions to be drawn from those 
precedents and their application here offers little help in evaluation of 
the ultimate ruling. 


Quoting from McDermott v. Wisconsin,® for example, that one of 
the purposes of the Act is to “prevent the misuse of the facilities of inter- 
state commerce in conveying to and placing before the consumer mis- 
branded and adulterated articles of medicine or food,” the District Court 
reasoned from this that ““This purpose could not have been accomplished 
if [Section 301(k)] had been omitted. Its absence would have made it 
relatively simple, in many instances, to render nugatory the misbrand- 
ing provisions of the Act by simply shipping in interstate commerce 
properly labeled articles and misbranding them after the transportation 
had ended” (emphasis supplied ). 


The District Court stated broadly “That federal authority extends 
far enough to control the labels on goods being offered for sale to con- 
sumers after shipment in interstate commerce was decided in McDermott 
v. Wisconsin.” 


But the judges of the Circuit Court in their unanimous opinion 
said: 


If the criminal provisions relied on apply here, they apply to all intrastate sales of 
imported drugs after any number of intermediate sales within the State and after any 
lapse of time; and not only to such sales of drugs, but also to similar retail sales of 
foods, devices and cosmetics, for all these are equally covered by these provisions 
of the Act. We are not able to conclude that the Act is to be so construed as to bring 
within these penal provisions most of the sales in all drug stores, beauty parlors, barber 
shops and retail grocery stores in the United States. 


The Circuit Court said further that 


. . in their broadest possible sense these words [of the then Section 301 (k)] may 
include what happened. But we are of opinion that they ought not to be taken so 
broadly, but held to apply only to the holding for the first sale by the importer after 
interstate shipment. * * * It was this sale which was involved in McDermott v. Wis- 
consin, 228 U. S. 115, and in Baldwin v. Seelig, 294 U. S. 511, much relied on by 
the government. * * * The attempt here made is to extend subsection (k) so as to 
make criminal all retail sales from the interstate package, though made clearly in intra- 
state commerce, unless the label on the interstate package which has been broken 
be reproduced on the retail package. We believe no grocer or druggist thus breaking 
an interstate package for a retail sale has understood this was necessary, and it is 





® (1913), 228 U. S. 115. 
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said this case is the first effort to apply the federal Act in this way. . . . this extended 
application would be really a direct regulation for police purposes of what is plainly 
intrastate commerce, which is the peculiar province of the State. * * * It would seem 
the federal inspectors should have reported [these sales, which violated Georgia law] 
to the Georgia inspectors. 


Concluded the Circuit Court: 


In passing this Act Congress in its title indicated that its main and direct concern 
was with “the movement in interstate commerce.” Until that movement is complete 
and the importer has sold his original packages the State cannot interfere. Congress 
regulated what the Constitution directly authorizes. There is no indication of any 
intention to regulate intrastate commerce because of any burdensome effect on inter- 
state commerce. The talismanic expression “Affecting interstate commerce” is not 
used, as in the National Labor Relations Act passed shortly before. * * * 


* . * 


. we do not find the proposed application of the ejusdem generis words “Any 
other act” plain enough to make criminals of retail grocers and druggists who did 
not import but who break and sell intrastate from the imported packages without 
mutilating the labeling. We thus find it unnecessary to determine the constitutionality 
of the federal regulation of intrastate sales as here contended for, by denying that 
doubtful construction. 


The Views of the Supreme Court 


Thus, there came to the Supreme Court two basic questions: 
(1) Did the then Section 301(k) of the Act, prohibiting misbranding 
of an article while held for sale after shipment in interstate commerce, 
apply regardless of whether that was the first such sale? *° (2) If so, 
was the section constitutional? 


The majority of the Court devoted much of its opinion to the 
first question (which the Congress in any event has since made academic 
by writing the words “whether or not the first sale’’ expressly into the 
section ), and little to the second. 


Essentially, the whole issue, as to both questions, was a constitu- 
tional one. The literal language of Section 301 (k), even as then in effect, 
covered any sale. It said ‘while such article is held for sale after ship- 
ment in interstate commerce.” It did not say “while such article is held 
for the first sale after shipment in interstate commerce.’ There was no 
ambiguity requiring resort to the legislative history to determine the 
intent of the Congress. Even had there been, the legislative history indi- 
cated intent to apply the section to any sale.": If that application was 


7” The government's petition for certiorari who misbrands a drug after it has reached 
stated the first question to be whether sec- his shelves’’; its brief similarly. 
tion 301 (k) ‘‘extends to a retail druggist 11 Sée opinion of the District Court, 67 F. 
Supp. 192. 
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constitutional, it therefore was inescapable. Only if limitation of the 
section to the first sale was necessary to save its validity, and was pos- 
sible in view of its language and legislative history, was it to be so limited. 
Therefore, the question of statutory construction was merged with the 
question of constitutionality, which became the entire issue. 


The opinion of the Court, by Mr. Justice Black, said, first, that 
“When it is reasonably plain that Congress meant its Act to prohibit 
certain conduct, no one of the [cases cited by the Circuit Court] justifies 
a distortion of the congressional purpose, not even if the clearly correct 
purpose makes marked deviations from custom or leads inevitably to a 
holding of constitutional invalidity." The Court held that there was no 
ambiguity in Section 301(k) leaving room for construction of it on a 
basis of constitutional limitations, and this conclusion appears to have 
been amply justified. (It said later that “the language used by Congress 
broadly and unqualifiedly prohibits misbranding articles held for sale 
after shipment in interstate commerce, without regard to how long after 
the shipment the misbranding occurred, how many intrastate sales had 
intervened, or who had received the articles at the end of the interstate 
shipment.” ) 


Thereupon, however, the opinion injected a diversion. Referring to 
the “belief [of the Circuit Court of Appeals] that the holding in this 
case with reference to misbranding of drugs by a retail druggist would 
necessarily apply also to ‘similar retail sales of food, devices and cos- 
metics, for all of these’, the court said, ‘are equally covered by the same 
provisions of the Act,’ ’’ the opinion stated: 

The scope of the offense which Congress defined is not to be judicially narrowed 
as applied to drugs by envisioning extreme possible applications of its provisions 
which relate to food, cosmetics, and the like. There will be opportunity enough to 
consider such contingencies should they ever arise. 

On what basis did the Court envision that Section 301 (k), although 
applying to sales of drugs, might not apply to all sales of foods, devices, 
and cosmetics, when its terms applied alike to “‘a food, drug, device, or 
cosmetic?"" This presumably is not to be revealed, since the Congress 
has subsequently expressly provided ** as to all foods, drugs, devices, 
and cosmetics, that they may not be misbranded while held for sale after 
shipment in interstate commerce, “whether or not the first sale.”’ 





12 See note 4, 


The Sullivan Case Page 537 








The Court continued: 

It may now be noted, however, that the Administrator of the Act is given rather 
broad discretion—broad enough undoubtedly to enable him to perform his duties fairly 
without wasting his efforts on what may be no more than technical infractions of law. 
As an illustration of the Administrator's discretion, Section 306 permits him to excuse 
minor violations with a warning if he believes that the public interest will thereby 
be adequately served. 

Are dealers and their actions, to which the Court obviously thinks 
it would be unreasonable to apply Section 301(k), to be in “technical” 
violation of it, and subject to the discretion of the Administrator or those 
who act in his name as to whether they will be proceeded against because 
of such violations? The answer seems to be yes, except to the extent that 
the Administrator promulgates regulations granting exemptions. 


The Court continued: 


And the Administrator is given extensive authority under Sections 405, 503 and 
603 18 to issue regulations exempting from the labeling requirements many articles 
that otherwise would fall within this portion of the Act. The provisions of Section 
405 with regard to food apparently are broad enough to permit the relaxation of some 
of the labeling requirements which might otherwise impose a burden on retailers out 
of proportion to their value to the consumer (emphasis supplied). 


This is an observation by the Court for which no explanation has 
been found. Reference to sections of the Act cited will show that they 
have nothing to do with the subject matter, except as to small open 
containers of fresh fruits and vegetables and drugs dispensed on pre- 
scription. Aside from these they provide merely for labeling exemption 
of articles which are to be processed, labeled, or repacked in substantial 
quantities at establishments other than those where originally processed 
or packed, on condition that they are not misbranded upon removal from 
such other establishment, the very condition which Section 301(k) in 
effect also prescribes. 


The Act as a whole, said the Court, 


. . was designed primarily to protect consumers from dangerous products. This 
Court so recognized in United States v. Dotterweich, 320 U. S. 277, 282,14 after 
reviewing the House and Senate Committee Reports on the bill that became law. 








13 21 U.S. C. 345, 353, 363. 

% The Dotterweich ruling was in a case 
under Section 301 (a) of the Act (shipping 
adulterated or misbranded articles in inter- 
state commerce), and it touches on the 
passage in which it is cited above only in 
that it quoted, from the House Committee 
report on the 1938 Act, that the Act ‘‘seeks 


Page 538 


to set up effective provisions against abuses 
of consumer welfare growing out of in- 
adequacies in the Food and Drugs Act of 
June 30, 1906,’’ and from the Senate Com- 
mittee report that the Act ‘‘must strengthen 
and extend that law’s protection of the 
consumer.”’ 
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Its purpose was to safeguard the consumer by applying the Act to articles from the 
moment of their introduction into interstate commerce all the way to the moment of 
their delivery to the ultimate consumer. 


The Court gave short shrift to the question of constitutionality: 


In the McDermott case the labels involved were on the original containers; here 
the labels are required to be put on other than the original containers—the boxes 
to which the tablets were transferred. Also, in the McDermott case the processor of 
the labeled cans held for sale had himself received them by way of an interstate 
sale and shipment; here the petitioner had received the sulfathiazole by way of an 
intrastate sale and shipment from a seller who had obtained them by way of an 
interstate shipment. These variants are not sufficient we think to detract from the 
applicability of the McDermott holding to the present decision. In both cases alike 
the question relates to the constitutional power of Congress under the commerce clause 
to regulate the branding of articles that have completed an interstate shipment and are 
being held for future sales in purely local or intrastate commerce. The reasons given 
for the McDermott holding therefore are equally applicable and persuasive here. And 
many cases decided since the McDermoft decision lend support to the validity of Sec- 
tion 301(k). See, e.g., United States v. Walsh, 331 U. S. 432; Wickard v. Filburn, 
317 U. S. 111; United States v. Wrightwood Dairy Co., 315 U. S. 110; United States 
v. Darby, 312 U. S. 100; see United States v. Olsen, 161 F. (2d) 669.15 


Mr. Justice Rutledge, in a separate concurring opinion, concluded 
that Section 301(k) meant one thing with respect to drugs, and some- 
thing else with respect to foods. He believed it was not true that “we 
must either (1) ignore Congress’ obvious intention to protect ultimate 
consumers of drugs through labeling requirements literally and plainly 
made applicable to the sales in this case or (2) make crimiaal every 
corner grocer who takes a stick of candy from a properly labeled con- 
tainer and sells it to a child without wrapping it in a similar label.’’ *° 





% See discussion of the McDermott case 
later in this article. In the Walsh case the 
Court held it a violation to give ‘‘a false 
guaranty to one engaged wholly or partly 
in an interstate business irrespective of 
whether that guaranty leads in any partic- 
ular instance to an illegal shipment in in- 
terstate commerce,’’ observing that, ‘‘The 
Federal Food, Drug, and Cosmetic Act 
rests upon the constitutional power resi- 
dent in Congress to regulate interstate 
commerce. To the end that the public health 
and safety might be advanced, it seeks to 
keep interstate channels free from deleteri- 
ous, adulterated and misbranded articles 
. . . So construed [the Act] raises no con- 
stitutional difficulties’’ (italics supplied). 
The Filburn case held regulation of wheat 
production under the Agricultural Adjust- 
ment Act of 1938 as amended constitutional 
on the ground that it ‘‘exerts a substantial 
economic effect on interstate commerce” 
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(italics supplied). The Wrightwood Dairy 
case upheld price regulation of intrastate 
milk sales because they substantially af- 
fected interstate commerce. The Darby case 
upheld the Fair Labor Standards Act, reg- 
ulating wages in interstate commerce, clos- 
ing the channels of interstate commerce to 
goods not produced in conformity with its 
wage and child labor provisions, and di- 
rectly prohibiting production of such goods 
for interstate commerce, the latter on the 
ground that interstate commerce was sub- 
stantially affected. The Olsen case upheld 
seizure of a device from the consumer un- 
der Section 304 of the Act because it was 
misbranded when introduced into and while 
in interstate commerce. 

% Mr. Justice Rutledge says it is Section 
403 (k) ‘‘which contains the principal basis 
for ‘making every retail grocer a crim- 
inal’’’ and that this ‘‘confers a much 

Footnote 16 is continued on page 540 
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Speaking of Section 403(k) (and its proviso that the Secretary shall 
establish exemptions from it to the extent that compliance with it is 
“impracticable’’) as though it were the only labeling requirement ap- 
plicable to foods, although other labeling requirements of the Act 
applicable to foods contain no such proviso,’® Justice Rutledge says, 
“The labeling requirements for foods are given much narrower and 
more selective scope for application than those for drugs, a difference 
magnified by the conversely differing room allowed for exemptions.” 


The Administrator's duty, says the Justice, 


. is cast in mandatory terms. Whether or not he can be forced by mandamus 
to act in certain situations, his failure to act in some would seem to be clearly in 
violation of his duty. Obviously there must be many more instances where com- 
pliance with the labeling requirements for foods will be ‘impracticable’ than where 
compliance with the very different requirements for drugs will not be “‘necessary for 
the protection of public health.” That difference is obviously important for en 


ment, particularly by criminal prosecution. I think it is one which courts are 
entitled to take into account when called upon to punish violations. The authors of 
the legislation recognized expressly that “technical, innocent violations . . . will fre- 


quently arise.”” S. Rep. No. 152, 75th Cong., Ist Sess. 4. In other words, there will be 
conduct which may be prohibited by the Act's literal wording, but which nevertheless 


should be immune to prosecution. 


When that situation arises, as it well may with reference to food yy of 
the Administrator's failure to discharge his duty to create exemptions bef the 
dealer's questioned action takes place, that failure in my judgment is a matter { 
the court’s consideration in determining whether prosecution should pro 1. And 
whenever it is made to appear that the violation is a “technical, innocent” one, an 


act for which the Administrator should have made exemption as required by Section 
403(k), the prosecution should be stopped. * * * 17 


he had dissented, saying ‘*. . . the decision 


Footnote 16—continued 

broader power of exemption upon the Ad- opens the door to a general expansion of 
ministrator than does the proviso of Sec- the novel, and I think unauthorized, prac - 
tion 502 (f),’’ which Sullivan violated. But tice of retroactive administrative determi- 
Section 403 (k), requiring label declaration nation of private rights ... The innovation 
of artificial flavoring, artificial coloring, or would be serious if confined to this case or 


chemical preservative, is just one of the this [Fair Labor Standards] Act It is be- 
labeling requirements for foods. See also yond prediction what the consequences may 
other subsections of Section 403 be, of uncertainty, or hardship, of injus- 

1% The Justice adds that, ‘“‘This Court has tice in deprivation of rights, in windfalls 
not hesitated to direct retroactive adminis- of right to others, in laying on new and 


trative determination of private rights when 
that unusual course seemed to it the ap- 
propriate solution for their determination. 
Addison v. Holly Hill Fruit Products, 322 
U. S. 607. If that is permissible in civil 
litigation, there is much greater reason for 
the analogous step of taking into account 
in a criminal prosecution an administrative 
officer’s failure to take commanded action, 
which, if taken, would have made prosecu- 
tion impossible.’’ (In the Holly Hill case 
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wholly unexpected liabilities and in reliev- 
ing from anticipated ones, if retroactive 
administrative refashioning becomes the 
general practice. The alternative, either to 
sustain or to hold void the regulation, and 
fix the rights accordingly, is not only the 
accepted and established one. It is the 
only one by which men can know the risks 
they assume at the time they become sub- 
ject to them’’). 


Food Drug Cosmetic Law Quarterly—December, 1948 











: 
{ 
i 





That conclusion seems reasonable so far as concerns Section 403(k), 
requiring label declaration of any artificial flavoring, artificial coloring, 
or chemical preservative in foods. But a retail grocer, for example, who 
repackages without labeling, also violates Section 403(e), and one or 
more of Sections 403(g), 403(h), 403(i) (1), and 403(j), none of which 
contains the proviso of Section 403(k) that the Administrator shall 
exempt compliance where it is ‘impracticable.’ ** Justice Rutledge does 
not discuss these other requirements. 


After this consideration of Section 403(k) as though it were the 
only labeling requirement applicable to foods, Mr. Justice Rutledge con- 
cludes: 


It is clear therefore that the corner grocer occupies no such position of jeopardy 
under this legislation the druggist, and that the meaning of Section 301(k) is not 
identical for the two, either as to what amounts to misbranding or as to what is “the 
doing of any ... act” creating that result. The supposed dilemma is false. ... the 
decision does not rule the corner grocer selling candy 


Mr. Justice Frankfurter, in a dissenting opinion joined in by Mr. 
Justice Reed and Mr. Justice Jackson, discussed only the question of the 
interpretation to be given Section 301(k). Disagreeing both with the 
conclusion of the majority that Section 301(k), although applying to 
the first and all sales of drugs, might not apply to subsequent retail sales 
of foods, and with the conclusion of Mr. Justice Rutledge that it did not 
apply to subsequent retail sales of foods, the dissenting opinion said that 
it ‘applies with equal force, through the same phrase, to food, drugs 
and cosmetics insofar as they are required to be labeled.’ That this is 
correct at least for the future (in view of the insertion in the statute 
of the words ‘whether or not the first sale,” applicable to food, drug, 
device or cosmetic '*) seems hardly open to question. 


The dissenting opinion did not discuss the now more important 
constitutional issue, beyond saying that this construction of the statute 
must be considered “‘with due regard for the important fact that the 
States are also deeply concerned with the protection of the health and 
welfare of their citizens on transactions peculiarly within local enforcing 
powers,” and that it “would affirm the judgment below,” which had been 
that Section 301 (k) should be held to apply only to the first sale by the 





1% Section 403 (i) (2), like Section 403 (k), lished to the extent that compliance is im- 
does say that exemptions shall be estab- practicable. 
1” See note 4. 
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importer after interstate shipment because its constitutionality would 
otherwise be doubtful. 


A New Frontier of Federal Power? 

That the Sullivan ruling goes beyond previous decisions might be 
disputed on principle.*® That it does so in actuality can hardly fail to 
be recognized by those realistically concerned with administration of 
and compliance with the Food, Drug, and Cosmetic Act. 


It seems clear that once a food, drug, device, or cosmetic has been 
shipped in interstate commerce, the Federal power (and the present 
Federal Act) now extends to its adulteration or misbranding at any 
time thereafter until it reaches the ultimate consumer. 


Whether the Sullivan ruling also establishes a new frontier of Fed- 
eral power as to commodities generally, or as to other types of regulation 
with respect to commodities which have moved in interstate commerce 
or those who deal in or use them, is not so clear from the opinion of 
the Court, and remains to be determined in later cases. 


The majority considered the McDermott ruling applicable, but that 
did not go so far. It was directly concerned with regulation of inter- 
state commerce. It held that an interstate consignee could be prohibited 
from removing labeling from the interstate container because such was 
necessary for effective enforcement of the requirement that the article 
bear prescribed labeling while in interstate commerce. 





»” Although see the ruling by Mr. Justice v. Wisconsin, . . . if the state could require 
Holmes, in Weigle v. Cwurtice Brothers’ the label to be removed while the bottles 


Company, 248 U. S. 285, that a state could 
regulate food sold at retail by persons other 
than the interstate consignee, not only be- 
cause the 1906 Federal Act did not by its 
terms conflict but apparently because the 
article had left the area of federal power 
under the commerce clause, saying that 
** . . . the Food and Drugs Act does not 
change or purport to change the moment at 
which an object ceases to move in inter- 
state commerce * * * It provides for seiz- 
ure and condemnation of misbranded or 
adulterated articles that have been trans- 
ported from one state to another, although 
the transit is at an end, .. . as again it 
may. There is no reason why a lien ex 
delicto should be lost by the end of the 
journey in which the wrong was done. The 
two things have no relation to each other. 
* * * Finally, the duty to retain the label 
upon the single bottles does not disappear 
at once. For reasons stated in McDermott 
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remained in the importer’s hands unsold, 
it could interfere with the means reason- 
ably adopted by Congress to make its reg- 
ulations obeyed. But all this has nothing 
to do with the question when interstate 
commerce is over and the articles carried 
in it have come under the general power 
of the state. The law upon that point has 
undergone no change. 

“The Food and Drugs Act indicates its 
intent to respect the recognized line of 
distinction between domestic and interstate 
commerce too clearly to need argument or 
an examination of its language. It natur- 
ally would, as the distinction is constitu- 
tional. * * * Such regulation is not an 
attempt to supplement the action of Con- 
gress in interstate commerce, but the exer- 
cise of an authority outside of that 
commerce that always has remained in 
the states."’ See also Hebe Co. v. Shaw, 
248 U. S. 297. 
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The Court said in the McDermott case, that is,”* 


In other words, the label is the means of vindication or the basis of punishment 
in determining the character of the interstate shipment dealt with by Congress. * * * 
In this connection it might be noted that, as a practical matter, at least, the first time 
the opportunity of inspection by the Federal authorities arises in cases like the present 
is when the goods, after having been manufactured, put up in package form and boxed 
in one state, and having been transported in interstate commerce, arrive at their 
destination, are delivered to the consignee, unboxed, and placed by him upon the shelves 
of his store for sale. 

* 7 * 

* * * [For a state] To require the removal or destruction before the goods are 
sold of the evidence which Congress has by the food and drugs act . . . provided may 
be examined to determine the compliance or non-compliance with the regulations of the 
Federal law, is beyond the power of the state. 


* * * 


* * * For, as we have said, keeping within its Constitutional limitations of 
authority, Congress may determine for itself the character of the means necessary 
to make its purpose effectual, in preventing the shipment in interstate commerce of 
articles of a harmful character, and to this end may provide the means of inspection, 
examination, and seizure necessary to enforce the prohibitions of the act, and when 
§ 2 has been violated, the Federal authority . . . may follow the adulterated or mis- 
branded article at least to the shelf of the importer. 


* * * The opportunity for inspection en route may be very inadequate. The 
real opportunity of government inspection may only arise when, as in the present 
case, the goods as packed have been removed from the outside box in which they 
were shipped, and remain, as the act provides, “unsold.” ... Bearing in mind the 
authority of Congress to make effectual regulations fo keep impure or misbranded 
articles out of the channels of interstate commerce, we think that the provisions of 
§ 10 [of the 1906 Act, providing for seizure of adulterated or misbranded articles that 
had moved in interstate commerce and remained “unloaded, unsold, or in original 
unbroken packages] are clearly within its power. * * * 


* * * The [original package] doctrine was not intended to limit the right of 
Congress, now asserted, to keep the channels of interstate commerce free from the 
carriage of injurious or fraudulently branded articles, and to choose appropriate means 
to that end. (Emphasis supplied). 


Sullivan was not the importer; there the Sullivan ruling goes beyond 
the McDermott ruling. But more significantly, there is no suggestion in 
the Sullivan ruling that the power of Congress is any longer confined 
to such restriction of intrastate acts as is necessary to ascertain whether 
the particular article conformed with the Federal Act during its move- 
ment in interstate commerce. 


The importer here did not remove the labeling from the interstate 
container. Nor even did Sullivan, the subsequent purchaser. The inter- 





21 228 U. S. 115, 133, 134, 135, 136, 137. 
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state container, bearing its original labeling, remained upon his shelves. 
Regulating the labeling upon the consumer pill box in this case was in no 
way necessary to enable a determination of whether the article had been 
labeled according to the Federal act during its movement in interstate 
commerce. 


Instead, the Sullivan case expresses a far broader rule, if it does not 
establish a novel basis. It is, in the language of the Court, that Con- 
gress may “safeguard the consumer by [regulating] articles from the 
moment of their introduction into interstate commerce all the way to 
the moment of their delivery to the ultimate consumer. . . . the question 
relates to the constitutional power of Congress under the commerce 
clause to regulate the branding of articles that have completed an inter- 
state shipment and are being held for future sales in purely local or 
intrastate commerce’ (emphasis supplied ). 


Heretofore, it has been considered that Congress may, under the 
commerce clause, regulate intrastate activities only to the extent that this 
is necessary to enforcement of its regulation of interstate commerce, as 
in the McDermott case,”* or to the extent that such activities “substan- 
tially affect” interstate commerce.** There is no finding here, in the Act 
or in the opinion of the Court (unless it be impliedly by the citation of 
earlier rulings), that the regulation of intrastate acts is necessary to 
the enforcement of regulation of the interstate movement itself, or that 
adulteration or misbranding of articles after they have entered the 
channels of intrastate commerce substantially affects interstate com- 
merce, by burdening or obstructing it, or otherwise. 


If these standards have been departed from, the Federal power 
has not only once more been enlarged, but has been enlarged without 
circumscribing it within recognizable boundaries. 


Is it now held broadly (without reference to whether this is neces- 
sary to enforcement of regulation of the interstate movement itself, or 





22 Hipolite Egg Company v. United 23 Baldwin v. Seelig, 294 U. S. 511, United 
States, 220 U. S. 45, Seven Cases v. United States v. Darby, 312 U. S. 100, 119-121, 122- 
States, 239 U. S. 510, United States v. 123, and cases cited, Oklahoma v. Atkinson, 
Darby, 312 U. S. 100, 121-122, and cases 313 U. S. 508, United States v. Wrightwood 
cited, United States v. Walsh, 331 U. S. Dairy Co., 315 U. S. 110, Wickard v. Fil- 
432 [CCH Food Drug Cosmetic Law Reports burn, 317 U. S. 111. Compare: A. L, A. 
{| 7052], United States v. Ury, 106 F. (2d) Schechter Poultry Corp. v. United States, 
28, (CCA-2; 1939), United States v. Olsen, 295 U.S. 495. 

161 F. (2d) 669 (CCA-9; 1947) [CCH Food 
Drug Cosmetic Law Reports { 7051]. 
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whether interstate commerce is “substantially affected”) that once Fed- 
eral power attaches to any article by reason of its movement in inter- 
state commerce, such power follows it thereafter until it reaches the 
ultimate consumer? If that is the rule, its implications are startling. 
Is it limited to food, drug, cosmetic regulation as in this statute? Or 
is it limited to regulation with respect to nature and labeling of any 
article? Or to regulation the purpose of which is to “safeguard the 
consumer?” Or does it extend to regulation in other respects of per- 
sons who deal in or use any such article? It might even be asked, might 
it be extended to the article after local processing or to local products 
of which the article touched with interstate commerce becomes a con- 
stituent? ** The Constitution contains no express basis for such de- 
lineation. There is, for example, no express Federal power to ‘safeguard 
consumers.” The Sullivan ruling is an interpretation of Article I, Sec- 
tion 8 (3), which merely gives Congress the power ‘To regulate Com- 
merce with foreign Nations, and among the several States, and with 
the Indian Tribes,” and which is accompanied by the Tenth Amendment 
providing that ‘““The powers not delegated to the United States by 
the Constitution, nor prohibited by it to the States, are reserved to 
the States respectively, or to the people.” 


The Sullivan ruling gives occasion for such concern since, in respect 
to the commerce clause, the principle of stare decisis, fundamental to 
our system of law, has become one of accretion. Each new extension 
of the Federal power over commerce is cited to justify the next. 


Unless this holding is confined in later cases to regulation of 
labeling or adulteration of foods, drugs, devices, or cosmetics, or com- 
parable articles, in the form in which they move in interstate commerce, 
it is evident that there is little if any of our commerce left exempt from 
the Federal power. There are few if any enterprises in our modern 
economy which do not deal in or use articles which have moved in 





mixed or 


*% Under the terms of this Act it would 
do that to a limited extent. Section 402 (b) 
(4), 21 U. S. C. 342 (b) (4), provides that 
a food is adulterated ‘‘if any substance has 
been added thereto or mixed or packed 
therewith so as to increase its bulk or 
weight, or reduce its quality or strength, 
or make it appear better or of greater value 
than it is.’ Section 501 (d), 21 U. S. C. 351 
(d) (2), provides that a drug is adulterated 
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if ‘‘any substance has been... 
packed therewith so as to reduce its quality 
or strength.’’ Query: To what degree may 
mixing go before it is no longer the same 
article? Section 402 (b) (1), 21 U. S. C. 342 
(b) (1), also provides that a food is adul- 
terated ‘“‘If any valuable constituent has 
been in whole or in part... abstracted 
therefrom."’ 
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interstate commerce and to which Federal power has, therefore, previ- 
ously attached. 

The logical basis for such a confinement is not offered in the ruling 
itself. If we look to the government's brief here,”° we find it argued 
that ‘there is nothing novel in subjecting transactions of retailers after 
commerce has ceased to the Federal regulatory power, if such regu- 
lation is reasonably necessary to effectuate the objective of Congress 
in regulating interstate commerce.” But if there is to be power to regulate 
intrastate activities whenever such is “reasonably necessary to effectuate 
the objective of Congress in regulating interstate commerce,’ consider 
the result. It is one of equal power over interstate and intrastate com- 
merce. For it is only necessary that Congress have an objective that 
cannot be achieved by regulating interstate commerce, or activities 
which substantially affect it, alone, and the commerce clause is then 
expanded to cover the objective, whereas it has previously been con- 
sidered that the objective must be subject to limitations of the commerce 
clause. 

It is to be hoped that the Court will in future opinions reconcile the 
ruling here with the previously recognized bases for power over intra- 
state activities (namely, first, situations where such power is necessary 
to enforcement of the regulation of interstate commerce itself, and, 
second, situations where interstate commerce is substantially affected), 
on those bases confine the precedent to regulation of adulteration and 
misbranding of foods, drugs, devices, and cosmetics,*® and, in so doing, 
escape an unbounded expansion of the commerce clause. 


That it may logically do so is suggested by the Committee reports *" 
on the Act. Apropos the “enforcement” basis the House Committee 
report says (the Senate Committee report similarly): 


It is essential that the seizure authority extend to articles which, while they 
are being held for sale after shipment in interstate commerce, are found to be 
adulterated or misbranded. Without this authority there can be no adequate regu- 
lation of illegal articles during their actual movement in interstate commerce because 
of the difficulty of showing in many instances whether the offensive condition de- 
veloped before or after the completion of the interstate journey. Many articles which 
actually were offensive at the time they were introduced into interstate commerce 
will escape seizure because of the impossibility of obtaining proof before distribution 








 P. 35, and Wool Products Labeling Act of 1940, 15 
*% Or to subject matter of closely similar U. S. C. 68 (c). : 
character, such as in the Federal Caustic 27 House Report No. 807, Eightieth Con- 


Poison Aet, 15 U. S. C. 406, Federal Alcohol ress First Session; Senate Report No. 
Administration Act, 27 U..S. C. 205 (e), Eichtieth ens nd Session. 
Dedeesl Geet Ant of 2008. 46.6.4 OC OO eee ee eee 
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to consumers that the condition did not develop after interstate transportation. 
Scientific methods have not advanced to the point where they will show infallibly 
when a particular product became debased. * * 

* * * It is inevitable—at least in the absence of an increase in inspection 
personnel beyond anything that might be considered practicable—that the bulk of 
Federal inspection activities take place after merchandise has been transported in 
interstate commerce and while it is stored pending further processing or disposition 
to consumers. The opportunity for inspection during interstate transportation is 
quite inadequate, for obviously an inspector cannot accompany each train, truck, or 
other means of conveyance. Very frequently the opportunity for inspection in the 
hands of interstate consignees is almost as restricted, since the shipment may be 
promptly delivered to one or more distributees. 


Thus, it may be said that it is peculiarly true of foods, drugs, de- 
vices, and cosmetics as a general class of articles that regulation of 
their adulteration and misbranding at all times after they leave inter- 
state commerce and until they reach the ultimate consumer is inex- 
tricably bound up with and a practical necessity to enforcement of 
the regulation of them in the interstate movement itself. 


Apropos the ‘“‘substantially affecting interstate commerce’’ basis 


of Federal power over intrastate activities, the House Committee report 
says (the Senate Committee report similarly ) : 


It is well known that the defilement of products or deterioration in quality or 
misrepresentation through relabeling or other abusive acts which occur at any time 
before articles have been sold to consumers lead to dissatisfaction and lack of con- 
fidence which depresses the interstate demand for goods of the same type that are 
neither adulterated nor misbranded. Testimony before the committee repeatedly 
referred to that fact. Such abusive acts necessarily and inevitably affect the ability 
of out-of-State manufacturers to continue marketing their products. If the volume 
of interstate commerce in foods, drugs, devices, or cosmetics is to be maintained 
and extended it is necessary that the integrity of the products be preserved, so far 
as possible, up to the time of purchase by the ultimate consumer. The_ reputation 
of any nationally distributed product is impaired and the interstate commerce therein is 
depressed by adulteration or misbranding while the article is awaiting sale. This is 
especially true where such adulteration presents a threat to the public health. . . 


Thus, it may also be said that it is peculiarly true of foods, drugs, 
devices, and cosmetics as a general class of articles that their adultera- 
tion and misbranding at all times after they leave interstate commerce 
and until they reach the ultimate consumer substantially affect interstate 





commerce in such articles.”* 





* Query: If this is true as to all the foods, 
drugs, devices, and cosmetics which ever 
move in interstate commerce, then is it also 
true as to those which never move in inter- 
state commerce? The rationale may be 
extended a step in each respect to the con- 
clusion that those which never move in in- 
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terstate commerce must be contro! led if 
there is to be effective enforcement over 
the interstate movement of those which do, 
and to the conclusion that they also sub- 
stantially affect that interstate commerce. 
If and when there is such final achievement 

Footnote 28 is continued on page 548 
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On these two bases universal Federal power over adulteration and 
misbranding *® of foods, drugs, devices, and cosmetics from the in- 
ception of interstate movement all the way to the ultimate consumer 
is both practically desirable and consistent with previously established 
general principles. If later opinions of the Court regard the Sullivan 
ruling as so founded and so confined, it will serve the public interest 
by its desirable extension (for extension it is) of Federal authority in 
this specific field of regulation alone. 


If not (if, as might be concluded on the face of the Sullivan opinion, 
the Court has established a third basis of Federal power over intrastate 
commerce—that, once any commodity moves in interstate commerce, 
it may be regulated in a variety of undetermined respects until it reaches 
the ultimate consumer, regardless of necessities as to enforcement of 
regulation of the interstate movement itself, and regardless of any 
particularized showing of the effect if any on interstate commerce), 
the Court has opened a new Pandora’s Box of Federal control, has 
made an unusually long stride toward final obliteration, by interpreta- 
tion rather than amendment, of the powers reserved to the states, and 
the freedom from power reserved to the citizen, by the Constitution. 
Then all the questions suggested earlier here, and more, would arise 
as a result of this ruling. But they need not, and it is to be hoped that 
the Court will insure that they will not. 


Some Other Practical Aspects 


The Sullivan ruling seems to give advance approval to constitu- 
tionality of the Miller Amendment,*® as to both misbranding and 





Footnote 28—continued 

by interpretation of truly universal federal 
power over adulteration and misbranding 
of all foods, drugs, devices, and cosmetics, 
it will be welcomed for the public benefits 
it will bring in this specific fleld of regu- 
lation, despite its distastefulness to those 
who oppose centralization and statism with 
other legislation and other agencies in 
mind. Determination by the court of 
whether such truly universal power exists 
in this field of regulation must await an 
attempt by the Congress to exercise it. The 
attempt may be made in legislation repeal- 
ing the Oleomargarine Tax Act; the recent 
proposal (H. R. 2245, Eightieth Congress) 
to repeal that Act would also amend the 
Food, Drug, and Cosmetic Act to regulate 
adulteration and misbranding of oleomar- 
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garine produced and distributed wholly in- 
trastate. 

29 Limitation to this type of regulation 
would be consistent with Armour €& Co. Vv. 
North Dakota, 240 U. S. 510, which held 
valid a State statute requiring lard to be 
sold at retail in units of prescribed pound- 
ages, with the implication, although not 
too clearly, that regulation of this character 
with respect to intrastate sales of lard 
which had moved in interstate commerce 
was not subject to the federal commerce 
clause. (The opinion there did not state 
whether the conclusion would have been 
the same had similar but conflicting federal 
regulation been in effect). (See also Weigle 
v. Curtice Brothers Company, 248 U. S. 285, 
and Hebe Co. v. Shaw, 248 U. S. 297.) 

*” See note 4. 
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adulteration,*' so that once a food, drug, device, or cosmetic has moved 
in interstate commerce, the Act prohibits anyone other than the ultimate 
consumer from doing anything that would result in its being misbranded 
or adulterated. 


As to misbranding, this includes repackaging without labeling the 
new package in conformity with the Federal Act, regardless of whether 
the labeling on the original package is mutilated or destroyed, and, 
likewise, the packaging, without such labeling, of articles which were 
unpackaged during their interstate movement. 


As to adulteration, it should be recalled that the Act provides * 
that a food, drug, device, or cosmetic shall be deemed to be adulterated— 


if it has been packed, or held under insanitary conditions whereby 
it may have become contaminated with filth, or whereby it may have been rendered 
injurious to health. 


Retail grocers and others who handle articles which have moved 
in interstate commerce, therefore, are subject to the Act with respect 
to sanitation of their establishments, and appear to be subject, likewise, 
to Federal inspection of these establishments ** and probably to Federal 
inspection and copying of their records.** 


Such articles, if adulterated or misbranded at any time before they 
reach the consumer, are subject to seizure and condemnation.*® 


Local dealers who hold articles, which have moved in interstate 
commerce, for such time, in such manner, or under such conditions 
(not limited to insanitary conditions) as to cause them to deteriorate 
or otherwise become “adulterated” as defined in the Act apparently 
will be considered to have done an “act [which] results in such article 
being adulterated.” ** 





31 Although adulteration was not involved or not the first sale) after shipment in in- 


in the Sullivan case, the opinion of the’ terstate commerce... 


court seems to apply equally to that. 

% Sections 402 (a) (4), 501 (a) (2), 601 
(c), 21 U. S. C. 342 (a) (4), 351 (a) (2), 
361 (c). 

% Sections 301 (f), 704, 21 U. S. C. 331 
(f), 374. 

* Sections 301 (e), 703, 21 U. S. C. 331 
(e), 373. 

® Section 304, 21 U. S. C. 334. The Miller 
Amendment, supra, note 4, also changed 
this section by inserting the italicized por- 
tion: ‘‘Any article of food, drug, device, or 
cosmetic that is adulterated or misbranded 
when introduced into or while in interstate 
commerce or while held for sale (whether 
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{may be seized]." 
The Amendment was proposed in Congress 
because of the decision in United States v. 
Phelps Dodge Mercantile Corporation, 157 
F. (2d) 453 (CCA-9; 1946) [CCH Food Drug 
Cosmetic Law Reports { 7023], certiorari 
denied 330 U. S. 818, that Section 304 did 
not apply to food becoming adulterated 
after movement in interstate commerce. 

% Such application of the Act may not be 
confined to dealers in the articles which 
have moved in intrastate commerce, but 
may apply to local processors of them as 
well. Literally, the local processor holds 
the particular article for processing rather 

(Footnote 36 is continued on page 550) 
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Restaurateurs now have a possible direct interest in the Federal 


Act. 


They also may violate it by “‘adulterating” or “misbranding” 


(by misleading statements in their menus, or by failing to declare 
artificial flavoring or coloring or chemical preservative) foods which 


have moved in interstate commerce. 


Many dealers, especially at retail, are in at least “technical’’ vio- 
lation, whatever that may be, of the misbranding provisions by reason 
of practices with which there is no sensible need to interfere. Although 
the trend toward original packaging in containers intended to be sold 
to the consumer reduces the area of the administrative problem, there 
undoubtedly exists a considerable need for exemptions to reduce the 
number of unreasonable and unnecessary ‘“‘technical’’ conflicts with the 
requirements of the Act which now leave dealers in uncertainty and 
jeopardy. An example, however infrequently this may now occur, is 
that of a retail grocer who violates the Act by weighing off bulk sugar 
into a paper bag without labeling the bag in conformity with the Federal 


Act. 


Retailers should be forewarned that they may “misbrand”’ an article 
through use of display material, as well as labeling directly attached 


to the article.*’ 


Without any knowledge of the Administration's plans as to en- 
forcement, it seems hardly likely that it will seek further labeling prose- 
cutions against neighborhood retailers before responsibilities have been 
clarified by promulgation of regulations granting exemptions. Should 
there be such prosecution the defendant retailer may have a defense 
under the view of Mr. Justice Rutledge, in respect to violations of 
Sections 403 (i) (2) and 403 (k), which would defeat some counts 
of the information or iridictment, and perhaps as to remaining violations 
of other labeling sections the doctrine of de minimis would be held - 


applicable. 





(Footnote 36—continued) 

than ‘‘for sale’’ as such, but the phrase 
“held for sale’’ may well be construed 
broadly to cover holding for sale after 
further processing, even in combination 
with other ingredients. Although it is 
doubtful that the Supreme Court has con- 
sidered this possible implication of its rul- 
ing, it still must be noted that the Court 
declared the Congressional purpose, which 
it approved, to be ‘‘to safeguard the con- 
sumer by applying the Act to articles from 
the moment of their introduction into in- 
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terstate commerce all the way to the 
moment of their delivery to the ultimate 
consumer’’ (emphasis supplied). See also 
Hipolite Egg Company v. United States, 
220 U.S. 45. 

* United States v. Royal Lee, 131 F. (2d) 
464 (CCA-7; 1942), United States v. 7 Jugs 
(DC Minn. 1944), 53 F. Supp. 746, United 
States v. Kordel, 164 F. (2d) 913 (CCA-7; 
1947) [CCH Food Drug Cosmetic Law Re- 
ports § 7063, 7101]. Cf. Alberty v. United 
States, 159 F. (2d) 278 (CCA-9; 1947) [CCH 
Food Drug Cosmetic Law Reports { 7039]. 
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The need for administrative regulations prescribing exemptions 
presents the question of the statutory basis for such regulations. Not 
all of the respective labeling requirements provide for exemption where 
compliance is impracticable or undesirable. However, Section 701 (a)** 
provides in general terms that ‘““The authority to promulgate regulations 
for the efficient enforcement of this Act . . . is hereby vested in the 
[ Administrator].’" It would seem that under this general authority 
the Administrator can promulgate valid regulations granting exemptions 
appropriate to “efficient enforcement,’ and that no legislation is needed 
for this purpose. 


It can be expected that the Administration, in view of its past per- 
formance, will give fair and thorough study to the matter of labeling 
exemptions and that it would welcome pertinent information concerning 
packaging and labeling practices and problems, and those concerned 
should be alert to offer helpful testimony at any hearings which may 


be held. 


There is every reason to believe that the Administrator and the 
Food and Drug Administration will continue to work for reasonable 
and practicable application of the Act as newly construed. The purposes 
of this Act are such that all can and should endorse and further them. 
Its administration, especially at policy-making levels, is such as to merit 
confidence and encourage cooperation from all in the food, drug, and 
cosmetic industries. While criticizing, if we choose, the continuing 
expansion of the commerce clause, which occurs most recently in this 
field of law, we can yet recognize and consolidate the immediate benefits 
that will no doubt result for consumers of foods,*® drugs, devices, and 
cosmetics as such and for scrupulous members of the industries concerned. 








[The End] 
821 U. S. C. 371 (a). in storage warehouses “had been seized 
3% On August 4, 1948, the Administrator every working day since the Miller amend- 


announced that over 32 tons of unfit food ment was approved on June 24, 1948. 
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What the Federal Food, Drug, and Cosmetic Act 
Means to the Retail Pharmacist 


THE AUTHOR-RELATES THE PHARMACIST’S IMPORTANCE IN 
COMMUNITY LIFE AND PLEADS FOR HIS COOPERATION IN RE- 
CALLING AND REMOVING FROM THE MARKET INJURIOUS DRUGS 





By PAUL B. DUNBAR 





This article was presented before the National Association of 
Retail Druggists, in Atlantic City, New Jersey, on October 15, 1948. 


Golden Anniversary of your association. I welcome this opportunity 

to congratulate you on the completion of your first half-century and 
to talk to you about some of the activities of the Federal Security 
Agency's Food and Drug Administration which are directly related to 
the business of the retail pharmacist. I hope to be able to allay what 
seem to us wholly unfounded fears about the complexities of the Fed- 
eral Food, Drug, and Cosmetic Act. Perhaps I can say something to 
counteract the apprehension, which seems to prevail among some of 
you, that pharmacists are likely to be subjected to legal penalties because 
of wholly unwitting infractions of the law. 


I ISA PRIVILEGE to be with you today on the occasion of the 


Place of the Professional Pharmacist in the Community 


We in the Food and Drug Administration recognize the important 
place of the professional pharmacist in every community. We know that 
he is directly concerned with the public health. It is abundantly evident 
from the decision of the United States Supreme Court in the famous 
Sullivan case [CCH Food Drug Cosmetic Law Reports { 7076; 3 Food 
Drug Cosmetic Law Quarterly (1948) 131], and from the recently 
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enacted Miller amendment to the law, that the retail pharmacist is a vital 
link in the chain of distribution of drugs from the manufacturer to the 
ultimate consumer. As such, he has an important responsibility to protect 
the consumer against damage from impure, adulterated, and inadequately 
labeled drugs. Pharmacy is a scientific profession with a well-defined 
code of ethics and of professional practice. An analysis of the relatively 
few instances in which retail pharmacists have been prosecuted under the 
Food, Drug, and Cosmetic Act will show that in every instance the 
offender has not conformed with those simple precautions that are a 
fundamental part of the professional training of the pharmacist. 


Protection of the Consumer and the Honest Businessman 


The Food, Drug, and Cosmetic Act was passed after a legislative 
effort lasting from 1933 to 1938. It supplanted the Federal Food and 
Drugs Act of 1906. It contains many new provisions applicable to foods 
and drugs and, for the first time, brings therapeutic devices and cosmetics 
under Federal control. Increased consumer protection was the objective 
of Congress throughout the legislative discussion. Now we are at the 
end of the first decade of enforcement of the new law. We can look 
back over these ten years and make an inventory of what has been 
accomplished. It is interesting and extremely significant that the food, 
drug, and cosmetic industries, the three great industries primarily con- 
cerned with compliance with this new statute, have joined enthusiasti- 
cally in commemorating the tenth anniversary of its enactment. Any of 
you who are interested will find a series of articles appearing in 3 Food 
Drug Cosmetic Law Quarterly (1948) 148-188 of particular importance. 


Paut B. DuNnBAR 


Commissioner of Food and Drugs 
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These are the papers commemorating the tenth anniversary of the enact- 
ment of the Federal Food, Drug, and Cosmetic Act delivered at the 
American Chemical Society meeting in Chicago on April 19, 1948. 


Drug Trade News for March 22, 1948, contains the following 
pertinent editorial comment: 


The drug and cosmetic industries accept the act as the blueprint not only of legal 
commands to be obeyed but also as the measure of their obligations to the public. 
Emotional antagonism to the act has disappeared. Today, no one regards the act as 
an unwarranted invasion of private rights or as an arbitrary, hard-boiled means of 
harassing the manufacturer of products shipped interstate. 

Rather, it is looked upon as a working tool which has benefited both the manu- 
facturer and the consumer. The day of blindly fighting its principles and objectives 
has passed. To the great majority of producers the act has become a code of ethics, 
a statement of policy which has proved highly satisfactory to all concerned. 


To carry out the work of the Food and Drug Administration, we 
have an annual appropriation of four and one-half million dollars. That 
is just about three cents per capita for a population of a hundred and 
fifty million. The Food and Drug Administration has a personnel of 
some 1050 people, including about 250 inspectors and 350 chemists, 
bacteriologists, medical men, and other scientific workers. 


A force of this size, even with the cooperation of state and local 
authorities, would be utterly inadequate if it were not for the fact that 
the vast majority of the businessmen whose operations are subject to 
the law are sincerely committed to a policy of observing the law. They 
know that consumer interest is identical in the long run with their own 
interest. They know that the occasional bad actor who cheats or en- 
dangers the consumers with impure or dishonest products likewise dam- 
ages his conscientious competitor. The weight of enlighténed trade 
opinion, therefore, is a powerful ally of the Administration in insuring 
public protection through the operation of the law. 


We do not visualize the Food and Drug Administration as primarily 
a governmental bureau seeking to make a record in the way of prosecu- 
tions, seizures, and injunctions. Rather, it is an organization designed 
for the protection of the consumer and the honest businessman. To 
attain that end we need the support and cooperation of men of good 
will in the regulated industries. Legal actions have their important place 
in dealing forcefully with the minority who have little concern for con- 
sumer welfare or that of honorable competitors. 
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The Pharmacist as a Protector of Public Health 


There are certain hazards in the production and distribution of 
drug products which give the conscientious manufacturer, as well as 
governmental officials, a great deal of serious concern. Perhaps some of 
you have had the frightening experience of having a physician notify 
you that a medicine obtained from you has produced serious or even 
fatal results. Whenever the Food and Drug Administration receives a 
report of such an accident from a physician, from a manufacturer, or 
from a pharmacist, it instantly begins an investigation to determine 
the causative agent. If that agent is a drug subject to the Federal Food, 
Drug, and Cosmetic Act, the Administration learns what distribution 
has been made, and if public danger is involved, as is often the case, it 
inaugurates immediate and comprehensive steps to remove the offending 
drug from the market. It endeavors, in this effort, to enlist the coopera- 
tion of the manufacturer. In most instances this cooperation is promptly 
forthcoming because it is in the manufacturer's interest, as well as the 
consumer's, to guard against similar injuries to other patients. Also, we 
ask for and receive your cooperation. It is not only a public duty, but 
it is enlightened self-interest for every agency involved in the production 
and distribution of a drug which has caused injury to cooperate with the 
government in recalling that drug from the market, and even from the 
medicine closet of the individual user, where it is possible to do so. 


There are many reasons why these accidents occur. The element 
of human error is the most common cause. The drug-manufacturing 
industry is adopting numerous precautions to guarantee frequent and 
adequate checks and rechecks on the accuracy of manufacturing oper- 
ations. Only a minority are conducting their businesses in a negligent 
way without regard to the serious public interest involved. Careful 
manufacturers are adopting, more and more frequently, the policy of 
making an instant investigation of every report of adverse reactions 
following the consumption of their products and coincidentally notifying 
the Food and Drug Administration so that adequate and comprehensive 
corrective measures can be taken at the earliest possible moment. If every 
pharmacist in the United States would adopt as a fixed policy the rule of 
instantly notifying the nearest Food and Drug inspection station of 
adverse results from the administration of a drug which that pharmacy 
had distributed, it might readily mean the saving of lives, not only in 
the immediate vicinity, but perhaps at far distant places, and the protec- 
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tion of the reputation of an industry, which on the whole is deservedly 
high. These things I am pointing out to you as evidence of our belief 
that pharmacy occupies an important place as protector of the public 
health and is, or should be, an active partner and cooperator with the 
Food and Drug Administration and with the manufacturing industry 
in the common effort to safeguard the public health. 


Fundamental Requirements with Which the Pharmacist Must Comply 


This brings me to a consideration of the special problems of the 
retail druggist. To start with, let me make it perfectly clear that we know 
that the business ethics of the pharmacist are just as high as those of the 
other businessmen whose activities come within the orbit of the law. We 
have no desire to harass the retail druggist, and there is no occasion 
to do so. 


There are some fundamental requirements laid down in the law and 
confirmed by the courts. It is the duty of the pharmacist to comply with 
these. When fully analyzed and understood, compliance with them is 
not difficult. Let's see if we can summarize these requirements. 


First, we must remember that the avowed purpose of our Congress 
in passing this law was to give the American consumer, and that in- 
cludes all of us, the greatest degree of protection in the use of foods, 
drugs, therapeutic devices, and cosmetics that the Federal Constitution 
permits. In the Sullivan decision, the Supreme Court held that pro- 
tection goes right across state lines and up to the individual ultimate 
consumer. Assuming that the product originated in another state, any- 
thing that happens to it along the route to the final consumer that causes 
-it to be adulterated or misbranded is contrary to the law. 


In an audience like this, I'm sure, there will be no disagreement 
that if anything happens to a drug anywhere along the line to the 
consumer that causes it to lose its potency or to become dangerous, 
the patient ought to be protected against it. You will all agree, too, 
that drugs recognized in the Pharmacopoeia or Formulary must con- 
form with the established standards. And I think that there will be no 
debate about the propriety of protecting the patient against drugs bear- 
ing extravagant and false curative claims. Please remember that the 
law was not intended to prevent self-medication. We've never so in- 
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terpreted it. It was intended, however, to guarantee that when an 
individual elects to medicate himself he will know exactly what he 
is taking and will be furnished with directions which provide for safe 
and not dangerous methods of administration of the drug. 


Nonprescription and Prescription Drugs 


And so, broadly, the act divides drugs into two main classes— 
nonprescription drugs and prescription drugs. The law places on the 
original manufacturer who ships in interstate commerce the responsi- 
bility for labeling the interstate containers of both classes of drugs 
with certain definite information including, among other things, a 
specified warning statement on certain habit-forming drugs, a list of 
active ingredients, warnings against probable misuse, and, unless the 
drug is one which should be dispensed only on prescription, adequate 
directions for use. Nonprescription drugs are those which the con- 
sumer may safely and effectively use without medical supervision. 
These may be sold to him without prescription and with the minimum 
amount of labeling prescribed by the law. This labeling by and large 
is what any responsible druggist would place on a package sold by 
him even if no legal requirements were imposed; that is, the name of 
the drug, the quantity in the package, the directions for use, and the 
vendor's name and address. In general, the label of the interstate 
package is a reliable guide to the pharmacist as to what should appear 
on the retail package of a nonprescription drug. 


The prescription drugs embrace those substances that have es- 
tablished value’ in medicine, but which no layman is qualified to pre- 
scribe for himself because he cannot use them safely and effectively. 
If the label on the interstate package bears the legend “Caution: To 
be dispensed only by or on the prescription of a physician,’ it may 
be regarded by you as a notice that it should be vended only upon 
prescription. 


At this point perhaps we should define the word “prescription.” 
What does it really mean? It is our view that a prescription is a 
written expression of the physician's will and purpose that the indi- 
vidual patient for whom he is prescribing be furnished a specific quan- 
tity of a drug for use by that patient under the physician's direction 
and supervision. 
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We believe that when a prescription is presented for refilling that 
meaning still applies. If it is the physician's will and purpose that the 
prescription be refilled as expressed by his written notation on the 
prescription or by oral communication, confirmed later in writing, re- 
filling is entirely proper, but to refill a prescription without such as- 
surance that it represents the physician's will and purpose is in logic 
and in fact not distinguishable from an over-the-counter sale of the 
drug. 

I spoke a moment ago about those drugs which may be sold without 
prescription. These are the drugs which, when received in an interstate 
package, bear full and complete labeling, including adequate directions 
for use. Occasionally, a physician will write a prescription for such 
a drug. The pharmacist is at liberty to sell such drugs on prescription, 
without a prescription, or by refilling a prescription. He may dispense 
it in the original package as received interstate from the manufacturer 
with all the required labeling, including directions for use, or he may 
transfer it to a new package, incorporating on his own label the name 
of the drug, the quantity, the directions for use, his own name and 
address, and such other mandatory labeling as is required for the 
particular type of over-the-counter drug. 


What the law intends and what you and we are concerned about 
is that the ultimate consumer, the patient, shall be safeguarded in every 
practicable way. There is no question in my mind that the members 
of this association have no quarrel with that principle. 


Dispensing Drugs in Violation of the Law. 


Let me mention a few instances involving dispensing of drugs in 
violation of the law and in flagrant disregard of public welfare. Fortu- 
nately, considering the large number of pharmacies in this country, 
they are extremely rare. I’m sure that you deplore them. A chain 
drugstore received a prescription for twenty 1'4-grain capsules of 
a barbiturate preparation. It delivered 220 capsules on this prescrip- 
tion within a period of six months. In another instance, a prescription 
plainly marked “Do not refill’ was refilled within a few days after 
the original delivery. 


In the Sullivan case, the interstate package of 1000 tablets con- 
tained all the legally required information, including the “‘prescrip- 
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tion only” legend. The retail pharmacist not only sold the tablets to 
a lay purchaser without a prescription, but the pill boxes in which he 
sold the tablets—twelve of them in two separate sales—bore no printed 
matter and only the pencilled word “Sulfathiazole."" The pill boxes 
did not even bear the name of the pharmacy. I ask you whether that 
is a method of vending a potent drug which would be endorsed or 
defended by a professionally trained ethical pharmacist. 


These instances illustrate the point | am trying to make that 
actions by retail pharmacists resulting in prosecutions are contrary to 
standard professional practice, and are indulged in by oaly a few un- 
worthy members of the profession. 


Law Applied to Medicines Containing Ingredients from 
Interstate Sources 


Another question may occur to you: What is the application of 
the law to medicines you compound on prescription in your own pharma- 
cies from ingredients you have obtained from interstate sources? Judi- 
cial decisions which now chart our course have all dealt with drugs 


which were of the identical composition when sold at retail that they 


were when shipped interstate. We do not know whether the law pro- 
vides authority to regulate retail sales of an article compounded by the 
pharmacist from ingredients received from interstate sources. Quite 
possibly the courts would ho'd that state and local statutes apply ex- 
clusively in such cases. To us it seems obvious, however, that, from 
the standpoint of sound ethics and consumer welfare, the pharmacist 
should apply the same principles in dealing with prescriptions for such 
articles as the courts have already held to be legally applicable to the 
interstate product. 


Exempting Drugs from Certain Labeling Requirements 


There are many other features of this law that might be discussed 
in this paper. They have all been threshed out in published papers by 
many authors. To cover them again would be wearisome. One point 
should be mentioned, however. The Administrator of the Federal Secu- 
rity Agency is authorized to exempt drugs from the requirement for ade- 
quate directions for use, but only in the event that such directions are 
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not necessary for the protection of public health. The Administrator 
is given no authority to exempt any drug from the requirement for 
adequate warnings against use in pathological conditions or by children, 
where its use may be dangerous to health, or against unsafe dosage 
or duration of administration or application. 


A question repeatedly asked is under what conditions must labels 
for barbiturates and certain other narcotic or hypnotic drugs bear the 
legend ““Warning—May be habit forming.” The requirement for this 
warning is written into the law itself. However, Congress inserted 
an exempting provision in the case of such narcotic and hypnotic 
drugs if dispensed upon written prescriptions. The label on the drug, 
when dispensed on prescription, need not bear the warning legend 
if the writer marks the prescription as nonrefillable or if refilling is 
prohibited by state or federal law. If neither of these conditions exists, 
the pharmacist has no alternative; when filling such a prescription he 
is required by the clear-cut wording of the law to label the barbiturate 
or other narcotic or hypnotic drug with the legend ‘““Warning— May 
be habit forming.” 


Minimum of Regulation at the Retail Level 


Let me say in conclusion that the Food and Drug Administration 
would prefer to undertake a minimum of regulation at the retail level. 
We have, as I have’already told you, a limited number of inspectors 
to cover the foods, the drugs, and the cosmetics shipped in interstate 
commerce, as well as the therapeutic devices for the entire popula- 
tion of the United States. We have, in addition, the obligation to 
control imports of these products from every nation in the world. 
We must depend to a large extent upon the fact that the industry 
generally abides by and supports this law. This leaves us free to 
devote our facilities to serious abuses. In the retail drug field we 
have undertaken no legal actions except in instances where, in our 
opinion, gross and extensive abuses have occurred. A retail pharmacist 
who conforms to the ethics of his profession and is guided by the 
signposts carried by the interstate label has no need for alarm. 


[The End] 
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Pesticide Residues in Foods 
as Health Hazards 


ALTHOUGH ADDED CONTROLS MAY IMPEDE THE DE- 
VELOPMENT OF PESTICIDES, PRECAUTIONS MUST 
BE TAKEN IN ORDER TO AVOID MASS POISONING 


By JAMES R. WILSON, M. D. 








insects, weeds, and other pests, have created problems of na- 

tional and international interest. One indication of this interest 
is evident in the activities of voluntary bodies, such as the Council 
on Foods and Nutrition of the American Medical Association. For 
example, a statement * has been adopted by the Council, which, together 
with an accompanying editorial? was published in the Journal of the 
American Medical Association. The statement follows: 


[= AGRICULTURAL POISONS, used for the control of 


The Council on Foods and Nutrition of the American Medical Association is 
acutely aware of the toxicologic problems presented by the rapid introduction of 
synthetic organic pesticides and herbicides. The chemical contamination of foods 
with residues of these substances is but a part of the broader problem created 
by their wide use, for in addition to the danger from ingestion, the effects of in- 
halation and skin absorption must be determined. 


The problem is created by the great number of new pesticides on the market. 
The appearance of these is creating an increasing volume of inquiries at Asso- 
ciation headquarters. That danger exists is evidenced by the appalling lack of 





1 Report of the Council on Foods and 2? Editorial: Pesticides: Chemical Con- 
Nutrition. 137 Journal of the American taminants of Foods, 137 Journal of the 
Medical Association 1603, August 28, 1948. American Medical Association 1605, August 

28, 1948. 
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factual data concerning the effect of these substances when ingested with food. 
The chronic toxicity to man of most of the newer insecticides is entirely unex- 
plored. In fact the majority are so new that their limitations and even their full 
scope of usefulness have not been established. 


The Council recognizes the potential usefulness of newly developed pesticides 
and herbicides. At the same time it recognizes also the potential hazards to in- 
dividual and public health of the unrestricted use of pesticides and herbicides 
which are placed on the open market before they have been adequately studied 
and their toxicologic properties determined. It is obvious that controls must be 
placed on the sale and distribution of products of unknown or incompletely known 
toxicity. The time to establish controls, voluntarily or otherwise, is now, before 
possible tragic consequences occur. The Council urges, ‘therefore, that measures be 
taken immediately to insure adequate protection of the public. 


Recognition of Toxicologic Problems 


The statement just quoted was accompanied in the same issue 
of the Journal by the following editorial comment: 


The development and use of new pesticides and herbicides have created public 
health hazards. Studies indicate that already many constituents of the American 
diet may be contaminated with materials of unknown toxicity used to destroy 
insect pests or weeds 


The brands of new insecticides, fungicides, and herbicides (weed killers), now 
on the market or contemplated, number several thousand. The rapidity with which 
this industry has added new basic materials since the introduction of DDT is 


phenomenal. 
The Council on Pharmacy and Chemistry and the Council on Foods and Nutri- 


tion are deeply concerned over this situation because so little is known about either 
the acute or chronic pathologic effects on man of these new pesticides. At its recent 
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meeting, the Council on Foods and Nutrition recognized the potential values inherent 
in effective pesticides. At the same time, the Council recognized the health hazards 
involved in premature or careless use* of toxic substances. 


When pesticides are poisonous to insects they are usually poisonous to man.‘ 
Their true value depends on a significant difference between the toxic effect on 
man and on insects. Even with this differential, the amount ingested by man must 
be kept at a minimum. These toxic materials are potentially dangerous to those 
who come into direct contact with them as well as those who ingest the residues 
which remain on and in foods after their use in the fields. Some of the new poisons 
are difficult to remove; others are incorporated in the plant tissues and cannot be 
removed. The latter are particularly insidious. 


[Need for Voluntary Control by Producers and Distributors] 


Voluntary control by the producers and distributors of these substances should 
be instituted immediately. If voluntary control proves to be inadequate for the 
protection of the public, suitable legislation must be considered and effective means 
of control promptly established. At present, governmental agencies find it difficult 
to protect the public from this potential hazard; existing agencies seem to doubt 
their authority and lack the funds to establish control. Prompt voluntary action 
by the industry is therefore imperative. The effectiveness of this action will determine 
the degree of governmental control ultimately required. 


[Development of Analytical Methods for Detection of Chemical Contaminants] 


At a recent meeting of the Council on Foods and Nutrition, the importance 
of the development of analytical methods for the detection of chemical contaminants 
was emphasized. This applies both to the. whole molecule and to its degradation 
products. Important is the detection of the presence of pesticide residues by practical 
methods in fresh as well as in processed foods. The metabolism of insecticide residues 
and their acute and chronic pathologic effects on mammals must also be determined. 
Even though added controls may impede the development of pesticides, these dre 
essential precautions which must be taken in order to avoid the danger of mass 
poisoning, which might well offset the potential benefits of the new agents. 


The recognition of the toxicologic problems presented by the contamination 
of foods and beverages through the use of materials for the purpose of combating 
pests or the use of chemical technologic aids for improving the appearance, texture, 
flavor or lasting qualities of foods may well be the beginning of a new era in 
the science of foods and nutrition. The medical profession has long recognized 
that food must be free from bacterial contamination and that food must contain 
essential nutrients and be made to retain them in high degree during processing. 
Now physicians ask that foods be free from toxic residues of pesticides or other 
chemical technologic aids. 





‘Report of the Council on Foods and 
Nutrition. 137 Journal of the American 
Medical Association 1603, August 28, 1948. 
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4Lehman, A. J.: The Toxicology of the 
Newer Agricultural Chemicals. Read at 
the meeting of the Association of Food and 
Drug Officials of the United States, Port- 
land, Maine, June 1948. 
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Type and Scope of Current Interest in the Problem 


Further evidence of the concern over problems created by gross 
and careless use of pesticides is indicated by recent activities of inter- 
ested individuals and groups. 


On November 3, 1948, a conference on the health hazards of 
pesticides was held under the auspices of the Council on Pharmacy 
and Chemistry and the Council on Foods and Nutrition in Chicago. 
Present at this meeting were representatives from several bureaus of 
the United States Department of Agriculture, the Fish and Wild Life 
Service of the United States Department of Interior, the United States 
Public Health Service, several universities and research institutions, the 
Food and Drug Administration, the chemical industry, the Agricultural 
Insecticide and Fungicide Association, the food industry, the Association 
of Economic Poisons Control Officials, state departments of health, 
and, of course, the Council on Pharmacy and Chemistry and the Council 
on Foods and Nutrition. 


The scope of the conference was wide and many aspects of the 
problem were considered, including health hazards, agricultural prob- 
lems, toxicity, food contamination, approaches to the problem involved 
in the protection of the public, and ways in which the American Medical 
Association could contribute to the resolution of these problems. 


A joint action committee of the Council on Pharmacy and Chem- 
istry and the Council on Foods and Nutrition has been organized to 
keep the medical profession and others with mutual interests informed 
concerning the proper use of pesticides and related preparations. A 
statement on this will probably appear in an early issue of the Journal 
of the American Medical Association. 


At its meeting on October 30, 1948, the Food and Nutrition 
Board of the National Research Council organized a committee for 
the investigation of problems concerned with pesticide residues, and 
related materials, in foods. The chairman of this committee is Dr. 
H. E. Longenecker of Pittsburgh. 


The Agricultural Insecticide and Fungicide Association, represent- 
ing a large portion of the industry, has organized a coordinating com- 
mittee consisting of representatives of the chemical industry, the food 
industry, government, and other interested groups. 
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The California Department of Health organized and conducted 
a conference on the health hazards of pesticides last summer. Dr. 
H. K. Abrams reported informally on this conference at the Councils’ 
November 3 meeting. 


In listing these activities no attempt has been made at complete- 
ness. Rather, the object has been to suggest the type and the scope 
of current interest in the problem. 


Knowledge of the Hazards and Safeguards for Proper Usage Needed 


Dr. Torald Sollmann, Chairman of the Council on Pharmacy and 
Chemistry, in discussing the problem of pesticides, compared their use- 
fulness and danger with the usefulness and danger of fire. Civilization 
as now known would not exist had it not been for the discovery of fire, 
and how to control it. 


Obviously, the use of pesticides and herbicides have untold possi- 
bilities and may go far in helping to alleviate food shortages. These 
materials are essential, but it is equally important that their general 
use be preceded by knowledge of their dangers and that information 
concerning proper use be disseminated. The existence and importance 
of health hazards should be determined and made known, and safe- 
guards undertaken, not for the purpose of lessening the use of valuable 
products, but to insure their proper employment. 


The subject is so important that it justifies the thoughtful atten- 
tion of all interested persons.’ If this attention is forthcoming, whatever 
steps may seem indicated can be taken on a voluntary basis. Without 
such attention, restrictive measures may come soon. [The End] 





5 Wilson, James R.: Pesticide Residues 
in Foods. Hygeia. In press. 
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Food and Drug Legislation 


in Massachusetts 


THE FIRST GENERAL FOOD LAW ENACTED IN MASSA- 
CHUSETTS WAS IN 1882, BUT IT HAD ITS ROOTS IN 
LEGISLATION WHICH FIRST APPEARED AS EARLY AS 1692 


BY HERMANN C. LYTHGOE AND DANIEL S. DUNN 








from parent England the great tradition of common law developed 

by the English courts from the thirteenth to the nineteenth century. 
Concurrent with the transposition of common law to the colonies, many 
statutes effective in the Motherland were adopted by the colonists to 
fit their peculiar requirements. In this latter class of codified legislation 
fell the initial measures taken by the Province of Massachusetts Bay 
legislature to protect its citizens by establishing minimum standards 
for the manufacture, distribution, and sale of food products. 


S ONE of the original thirteen colonies, Massachusetts inherited 


Early Legislation 

In 1692, “An Act for Regulating the Assize of Cask, and Pre- 
venting Deceit in Packing of Fish, Beef and Pork, For Sale’’ was 
passed by the legislature. This statute regulated the size of barrels and 
casks used for the sale of fish and meat, and prescribed minimum stand- 
ards for the quality and amount of food in each container. An infraction 
of the statute would resilt in a fine of ten shillings, and the offender 
was to be “‘set in the pillory, not exceeding one hour.” 


Among the first regulatory food measures passed by the General 
Court of the Commonwealth subsequent to the independence of the 
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colony was “An Act Against Selling Unwholesome Provisions” in 
1784. The strong language employed by the framers in the preface 
of this statute underscores the strong colonial antipathy towards food 
profiteers. 


Whereas some evilly disposed persons, from motives of avarice and filthy lucre, 
have been induced to sell diseased, corrupted, contagious or unwholesome provisions, 
to the great nuisance of public health and peace . 


The Slaughtering Acts of 1784 and 1901 developed into the pres- 
ent law of the Commonwealth which ranks among the most efficient 
meat slaughtering legislation in the country. 

Enacted in 1911, this statute requires that all beef, veal, pork, lamb, 
mutton, and, in recent years, horsemeat, sold for food be inspected at 
the time of slaughter by a duly appointed inspector. 

Each city and town, except Boston, must annually submit to the 
Department of Public Health the names of one or more inspectors of 
slaughtering. The boards cannot appoint such person until he has been 
approved by the state health department. The department has the 
authority to remove the inspector for cause, and has exercised such 
authority when necessary. The license of a butcher convicted of 
slaughtering in the absence of the inspector is automatically revoked, 
and no new license can be issued for the balance of the fiscal year. 

Early in the nineteenth century, statutes, which in modified form 
are today incorporated into prevailing state and Federal food and drug 
law, were passed by the state legislature. Prominent among these was 
the statute governing the branding of chocolate, enacted in 1802. This 
act was aimed to classify, for the benefit of the consumer, the various 
grades of chocolate utilized in manufacture, and, at the same time, it 
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afforded gratuitous publicity to the manufacturer by specifying that 
his initials be imprinted upon the chocolate. This statute remained law 
until 1928, when it was repealed by Chapter 362 of the General Laws, 
upon the recommendation of the Commission on Obsolete Laws. 

In 1859, the first draft of the milk law was passed, and an act 
relating to the sale of oleomargarine was passed in 1878. It is inter- 
esting to note, in view of the current controversy regarding the sale 
of oleomargarine, that the Commonwealth subsequently passed eleven 
acts relating to the food, many of which were slight amendments of 
existing statutes, for the primary purpose of suppressing fraud in the 
sale of the article. Effective September 1, 1948, color restrictions on 
the sale of oleomargarine were removed, and the substance may now 
be sold in a colored form without violating the law. 

In 1880, “An Act to Prevent the Adulteration of Vinegar’ was 
approved, which established minimum standards of the acidity equiva- 
lent of absolute acetic acid. 


Enacting.a General Food Law 


The first general food law, based upon the English law and sub- 
sequently used in part as a model for new legislation, was enacted in 
1882. The report of the state board of health for 1882 regarding this 
law states as follows: 


A new interest has been awakened in the subject by the action of the National 
Board of Trade, through whose committee of experts a general bill was prepared “to 
prevent the adulteration of food and drugs.” This bill, substantially in the form 
recommended, has been enacted by the States of New York, Massachusetts, and 


Michigan. 
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To supplement and implement this general law, legislation neces- 
sary to provide for phases of enforcement outside the scope of these 
regulations was initiated by the legislature. The passage of a bill re- 
garding the labeling of compound lard was brought about in 1887, 
and, in 1894, the legislature enacted the slaughtering and meat in- 
spection law which has operated satisfactorily, in its amended form, 
since 1911. 


Two years later, a measure establishing bakery sanitary standards 
was passed, to be revised and amended in 1920, and, in 1902, the state 
law regarding the labeling of baking powder was enacted. These 
measures were followed by the passage of a general narcotic law and 
a measure governing the labeling of proprietary medicines, in 1906. A 
law which since has been used extensively as a model for the regu- 
lation of cold storage practices in other jurisdictions was enacted in 1912. 


The language and definitions of the original Massachusetts adul- 
teration legislation was superior, in many respects, to that of the Fed- 
eral Act of 1906. As a matter of fact, the present Federal Act contains 
many definitions very similar to the phraseology of the 1882 statutes. 


Effective September 13, 1948, legislation passed upon at the re- 
quest of the Department of Public Health, with the cooperation of the 
food and drug industries, made several changes in the Commonwealth's 
food and drug law to bring its salient features into conformance with 
the Federal law. Cosmetics, however, were not affected by the changes. 


Under the new general food and drug law, the Department may 
establish standards, except where provided by statute, rules, and regu- 
lations not inconsistent with the law and conforming to those made 
under the former food and drug law. 


The growth of the Commonwealth's Department of Public Health, 
the successor to the State Board of Health, is revealed by the fact that, 
in 1892, there were but two chemists and three inspectors in the food 
and drug unit of the Board of Health. Today, there are ten chemists, 
one bacteriologist, fourteen inspectors, ‘one laboratory assistant, four 
laboratory helpers, and nine clerks in the department, readily indicating 
the Commonwealth's concern for the protection of the health and wel- 
fare of its citizens. [The End] 
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GEORGE P. LARRICK— 


Some Current Problems 


in the Regulation of Cosmetics 
Under the Federal Food; Drug, and Cosmetic Act 





This paper was delivered before the Scientific Section of the Toilet 
Goods Association, in New York City, on December 9, 1948. 


became subject to regulation under the Federal law. There 

appears to be general agreement that the net effect of the impact 
of the Federal Food, Drug, and Cosmetic Act on the industry has been 
beneficial. 


/ VEN YEARS have now elapsed since cosmetics for the first time 


Your counsel, Mr. Mock, in an article published in 2 Food Drug 
Cosmetic Law Quarterly (1947) 56, asserts: 


Since the Federal government has chosen to regulate the manufacture and sale of 
cosmetics only since the year 1938, we can probably look at the subject with a little 
more detachment than would be the case in discussing foods or drugs. However, the 
history of legal regulation, whether it be foods, drugs, or cosmetics, seems to follow 
a familiar pattern. 

First, there are loud outcries from the industry which is to be regulated in 
opposition to such regulation, with the plea that such regulation will mean ruin 
of one kind or another. Then after considerable deliberation and amendment, the 
law is passed and obeyed, generally without the hardships anticipated, and later 
the industry itself finds that such regulation is not only helpful but almost indispensable. 

The cosmetic industry is no exception, and although the operation of the law has 
not been sensational, the need and the wisdom of such regulation have been well 
demonstrated. 


Mr. Mayham, your Executive Vice-President, in 3 Food Drug 
Cosmetic Law Quarterly (1948) 59, stated: 


At the time when the cosmetic sections of the law went into effect, it is scarcely 
an exaggeration to say that there was not a single legal label in existence in the 
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toilet goods industry. Now, less than ten years later, it would be difficult to find 
an illegal label. 


Legislation Supported by the Regulated Industries 


The Food and Drug Administration regards itself as extremely 
fortunate in that the law which we enforce is generally supported by 
the consuming public and by the regulated industries. This, in turn, 
is no doubt at least in part responsible for the fact that the Federal 
courts have almost without exception dealt sympathetically and effec- 
tively with the Federal Food, Drug, and Cosmetic Act. The number 
of strengthening amendments which have been passed since 1938 en- 
courages the belief that the public and the regulated industries are 
sufficiently interested in effective food, drug, and cosmetic legislation 
to keep existing laws abreast of developing needs of consumer pro- 
tection. 


Effect of Claims of Therapeutic Efficacy 


During the last year, the regulatory actions which the Federal 
Security Agency has brought on cosmetics have not departed strik- 
ingly from the types of cases brought in previous years. For some 
reason there have been an unusual number of “hair growers” which 
have appeared upon the market, associated in one way or another with 
representations that the age-old problem of preventing or curing bald- 
ness has at last been solved. The usual number of products have 
appeared bearing remedial claims for wrinkles, crow’s-feet, and other 
similar signs of advancing age. In general, the claims which have 
been responsible for the institution of legal actions have been claims 


of therapeutic value. 


There appears to be no question but that there will be a con- 
tinuing trend toward the manufacture and sale of products in the 
cosmetic field which do make therapeutic claims. This is a trend which 
need not occasion alarm if the cosmetic industry recognizes the fact 
that claims of therapeutic efficacy must be determined on the basis 
of real scientific appraisal of the value of the medicinal ingredients 
involved. Cosmetics of this type, which under the law become drugs, 
are, of course, subject to the more extensive requirements of the statute 
that pertain to drugs. 
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Need for Scientific Appraisal of Cosmetics 


We have been impressed with the constructive efforts of the Toilet 
Goods Association in seeking to bring about a more general observance 
of the terms of this law. This Section in particular is to be congratu- 
lated upon the steps which you have taken to bring about a more 
scientific appraisal of cosmetics. We refer particularly to the specifica- 
tions for cosmetic ingredients which you have issued. 


The review of factory inspection reports brings to our attention 
the technical controls which many cosmetic houses have installed. We 
reviewed such a report recently in which the inspector recorded that 
the firm's laboratory was staffed with competent scientists who had 
adequate technical equipment at their command. The raw materials 
which they purchased were subjected to careful physical and chemical 
controls. Personnel competent to conduct or supervise pharmacological 
and toxicological studies of new ingredients or new products were in- 
cluded in the staff. The inspector in his report stated that the controls 
exercised by this firm compare favorably with those of competent phar- 
maceutical manufacturing establishments. 


We do recognize that a great deal of progress has been made, but 
the principal object of this short talk is to emphasize the need for 
universal acceptance in the industry of the fact that a real scientific 
appraisal of the safety and suitability of materials used should be made 
before an ingredient is included in the composition of products designed 
to enhance the attractiveness of users. The same scientific approach 
should, of course, be followed in deciding what claims can legitimately 
be made. 


Recently a Food and Drug inspector was investigating complaints 
that a cosmetic had caused injuries. He had been assigned to ascertain 
just what steps had been taken by the manufacturer before the product 
was placed on the market to assure himself that it was safe. The in- 
spector learned that the promoter had conceived the idea that the sales 
acceptance of a particular type of cosmetic would be substantially in- 
creased if ingredients could be procured which would possess certain 
physical characteristics. The distributor approached a small chemical 
supply house and described the physical properties which he was seek- 
ing. The supply house had on hand a mixture which they had origin- 
ally purchased and were currently selling for use in bridge and highway 
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paints and to protect fuse boxes, lavatory fixtures, etc. from moisture, 
but no competent examinations were undertaken to learn whether or 
not an article, intended for daily life-long use, was safe. Tests were 
conducted to insure that the product would sell. The article was mar- 
keted under circumstances wherein the women purchasers became the 
test animals. Unfortunately, it later developed that minor injuries 
resulted. 


Composition of the Ingredients of Beautifying Agents 


There is still, in our opinion, too much secrecy concerning the 
precise composition of some ingredients of beautifying agents. We en- 
counter instances wherein manufacturers or distributors of finished 
products do not know the composition of the preparations which they 
sell. The original manufacturer compounds a substance which has cer- 
tain physical or chemical characteristics. Perhaps he gives it a trade 
name embodying, for example, a combination of letters and figures. 
Time after time when our inspectors ask what the composition of a 
barrel of material is, the manufacturer of the finished cosmetic does 
not know. He may have specifications purporting to tell what the 
product is, but too often the specifications are in terms of the physical 
properties and do not describe a precise chemical identity. Prepara- 
tions of different composition can, of course, be prepared from a variety 
of ingredients. Thus, a product may meet specifications which are large- 
ly based upon physical characteristics, but different batches may have 
substantially different identities. 


This situation encourages changes in composition of the basic in- 
gredients without the knowledge of the cosmetic firm. Scarcities or 
price variations are sometimes an invitation to change these compositions 
without notice. Occasionally, these circumstances have led to the in- 
troduction of dangerous ingredients. Neither the public nor the medical 
profession is tolerant of accidents which cause individuals to suffer 
injury through the use of agents intended to beautify. The sale of 
preparations which do cause even minor injuries is, of course, bad for 
the industry as a whole. We in the Food and Drug Administration 
plan to give increased attention to this phase of the formulation of 
cosmetics. 


It seems to us that as the upswing in cosmetic sales has tended to 
level off, or perhaps even head downward in some instances, a few 
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firms have sought to enhance their sales appeals by adding ingredients 
which serve no useful purpose except their sales appeals. Various de- 
vices may be used to aggrandize the new ingredient. A mysterious 
name may be coined to be blazoned forth in the literature, and the 
labeling copy singles out this ingredient for greater emphasis than the 
facts justify. Too often promotions of this type do mislead the public. 
We hope that you will join with us in opposing any trend in this 
direction. 


New Approaches to Enforcement of the Food, Drug, and Cosmetic Act 


The last year has brought several deVelopments which we be- 
lieve establish on a firm foundation the philosophy that the protection 
afforded by the Federal Food, Drug, and Cosmetic Act is intended 
to operate from the beginning of interstate commerce until the product 
reaches the ultimate consumer. Representations made in literature which 
serve to misbrand products while they are held for sale after ship- 
ment in interstate commerce are now clearly within the purview of 
Federal regulation. 


Several cosmetic products have come to our attention which, when 
shipped in interstate commerce. did not bear or contain false or mis- 
leading representations concerning the cosmetic or therapeutic bene- 
fits which they were claimed to produce. The literature handed out 
by demonstrators, used as placards in retail stores, or otherwise made 
to accompany the product at destination, operated to misbrand the 
articles. 


Another series of cases have either been filed with the courts or 
are in the process of development where again the labeling on or in 
the immediate container of the preparation was innocuous. Verbal 
representations made through public addresses or in prepared sales talks 
given by demonstrators offered the products as capable of remedying 
skin ailments. Informed medical opinion would not support the claims. 
In these circumstances, the government does not assert that the Food, 
Drug, and Cosmetic Act confers authority to proceed because of the 
alleged false claims, but our attorneys are of the opinion, and some 
courts have held, that the products are illegal because the labeling 
does not provide adequate directions for the uses set forth in the oral 
sales talks. Obviously, if the claims are false, adequate directions could 
not be prepared. : 
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It is not to be anticipated that these relatively new approaches 
to enforcement will affect any large percentage of the cosmetic in- 
dustry. They are cited primarily to illustrate the fact that the trend of 
court decisions is unquestionably to extend the protection afforded by 
the Act clear through to the ultimate consumer. 


Self-Regulation 


In conclusion, we should like to express our endorsement of the 
very constructive leadership which your Toilet Goods Association has 
given to the industry and which has resulted in such a large measure of 
self-regulation. One basic tenet in our enforcement philosophy is that 
the Food and Drug Administration will bring to bear on the industries 
subject to the law the least amount of legal pressure necessary to insure 
general compliance. Self-regulation in the toilet goods industry is cer- 
tainly a powerful influence toward compliance with the law. 


[The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods 
Nos. 12001-12200, issued September 1948, 
12201-12400, issued October 1948, and 12401- 
12600, issued November 1948. 
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Maintenance of Sanitary Conditions 
in the Drug Industry 


RECOMMENDATIONS OF THE COMBINED PHARMACEU- 
TICAL CONTACT COMMITTEE OF THE AMERICAN DRUG 
MANUFACTURERS ASSOCIATION AND THE AMERICAN 
PHARMACEUTICAL MANUFACTURERS’ ASSOCIATION 





INTRODUCTION AND GENERAL STATEMENTS 


While these recommendations relate primarily to the Drug In- 
dustry as such, it is intended that they shall also be applicable to those 
instances where food supplements or foods for other special dietary 
purposes, are prepared as associated products by the Drug Manufac- 
turing Industry. The same principles may be applied to cosmetics when 
so manufactured. 


The Drug Industry recognizes the necessity of adequate attention 
to sanitation in order to avoid the inclusion, or the probability of in- 
clusion, of any harmful or significant amounts of the type of contamina- 
tion commonly described as “filthy, putrid, or decomposed substances.” 
It is an integral part of the establishment and maintenance of the quality 
desirable in drugs, medicines, and their associated products. 


The Federal Food, Drug, and Cosmetic Act of June 25, 1938, 
Section 501, states, “A drug . . . shall be deemed to be adulterated— 
(a) (1) if it consists in whole or in part of any filthy, putrid, or de- 
composed substance; or (2) if it has been prepared, packed, or held 
under insanitary conditions whereby it may have been contaminated 
with filth, or whereby it may have been rendered injurious to health...” 
Further, Section 704 provides for inspection by the Administrator's duly 
designated agents of any factory, warehouse, or establishment in which 
drugs are manufactured, processed, packed, or held, for introduction 
into interstate commerce or are held after such introduction. 
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On carefully analyzing Section 501, two conclusions immediately 
become obvious. 


(a) Literally any insanitary contamination, that is, contamination 
of a character contemplated by paragraph (a) (1) of this section, 
even to the slightest degree, may render any drug product adulterated. 
No tolerance has been provided by the exact wording of this paragraph, 
but the Official Compendia give practical recognition to the fact that 
natural substances may not always be entirely free from extraneous 
matter. 


(b) The language of Section 501 (a) (2), when read literally, 
suggests that a drug may be adulterated merely because of conditions 
surrounding its processing, packing, or storage, irrespective of actual 
contamination of the drug itself. It would appear that paragraph (a) (2) 
was designed to cover that exceptional situation in which the conditions 
surrounding processing, packing, or storage are so extreme that con- 
tamination of the drugs, medicines, or associated products is a reasonable 
probability, perhaps, however, of a type the presence of which is not 
readily ascertainable by known tests. 


The Drug Industry includes many types of operations, widely varia- 
ble in nature. It utilizes a multitude of base materials ranging from the 
finest of medicinal chemicals to animal products and naturally grown 
drugs, including the flowering tops, pollen, roots, twigs, bark, and 
exudates, or other portions. These are inherent factors within the In- 
dustry and have an influence upon detailed consideration of sanitary 
conditions. 


Due to this multiplicity of factors, it is impractical to attempt an 
extensive elaboration of detail with regard to sanitation under all 
conditions, yet a mere declaration of principles without suggestions as 
to how they may be attained would be inadequate. Consequently, these 
recommendations include a number of typical conditions which may 
serve as a pattern or guide in those instances not specifically mentioned. 


In an Industry having such diversification, and with new products, 
processes, and types of equipment continually requiring attention, it 
is deemed inadvisable to specify in detail ways and means of main- 
taining adequate sanitary conditions. Rather, this should be based upon 
recommendations, suggestions, examples, and references; and the choice 
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of materials and methods, and their applications, should remain the 
responsibility of the individuals directly concerned. 


These recommendations, therefore, consist of a broad outline of 
conditions and procedures typical of the Drug Industry, wherein sug- 
gestions and recommendations are given, somewhat in detail, with re- 
gard to sanitary measures and means for achieving adequate sanitation. 
The principles herein outlined are designed to extend, wherever desirable 
or necessary, beyond the scope of the actual examples given. 


PHYSICAL PLANT AND PERSONNEL 
Physical Plant 


The nature, construction, and condition of the physical plant in 
which drugs are manufactured, processed, packed, or held are of prime 
importance in the light of the provisions of the Federal Food, Drug, 
and Cosmetic Act. The physical plant, therefore, should be of such 
nature as to preclude, as nearly as practicable, the possibility of per- 
mitting insanitary contamination to occur within its precincts. In order 
to prescribe the nature of such a physical plant, it becomes necessary 
first of all to set forth a list of the most likely contaminants or causes 
of contamination. A careful review of the existing literature indicates 
that the following are important sources of contamination, which should 
be guarded against and eliminated in so far as possible. 


(1) Rodent contamination (rats, mice). 


(2) Insect contamination (flies, ants, cockroaches, water bugs, 
fleas, ticks, moths, beetles, weevils, mites ). 


(3) Contamination due to impure water (water supply, ice). 


(4) Filth resulting from poor housekeeping (Uncleanliness of 
buildings, surroundings, equipment, and utensils, accumulation of refuse, 
dust, etc., inadequate sewage and waste disposal). 


It is obvious that if an entirely new plant is being constructed, steps 
can be taken to reduce to a minimum the possibility of insanitary con- 
tamination in manufacturing operations. Hard and fast rules for building 
construction cannot be laid down, but it is important that all plants 
meet the requirements of the building codes of the communities in 
which they are located, and that, in the selection of new sites, thought 
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be given to their suitable location, that is, remote from garbage disposal 
plants, stables, out-houses, and other premises that tend to breed flies, 
rats, or other pests. 


To render an old established plant reasonably free from the possi- 
bilities of contamination is much more difficult. It is this latter situation 
that confronts many manufacturers of drug products. These plants 
should, by modernization and good housekeeping, be kept essentially 
free from rodent and insect infestation. However, the problem can 
perhaps be best stated in terms of a new building project. The installa- 
tion of safeguards to convert an unsanitary plant into a sanitary one 
becomes self-evident. The precautionary measures which should be 
considered will be taken up in the order of the objectives to be attained. 


Protection Against Rodent Contamination—The first consideration 
is to prevent or discourage rats and mice from entering the building. 
In modern construction, this can be largely accomplished by the use 
of concrete, brick, and steel or other materials impervious to gnawing, 
rotting, warping, etc. These should be used in such a manner as to form 
an unbroken surface around the entire building and should extend far 
enough below and above ground to prevent the entry of rodents. Enter- 
ing pipes, wiring, etc. should be sealed with concrete or metal, and doors 
and windows should be flashed to prevent either direct entrance of 
rodents or entrance by gnawing. Broken glass or wire embedded in the 
concrete may be used where indicated. It is recognized that in spite of 
all precautions in building construction, it is impossible to prevent all 
entry of rodents with merchandise. Even with a well constructed plant, 
rodents may enter occasionally through doors when bulky shipments 
are being loaded or unloaded. 

Basements should be constructed of materials impervious to rats 
and mice, and precautions taken to prevent the entrance of rodents 
through dead spaces between walls, floors, etc. 

Floor-drains or other openings, such as ventilators, should be cov- 
ered with gratings sufficiently fine and strong to prevent entry of rats 
and mice. 

The next consideration is to deprive rodents of means of existence 
in the event of their casual entry into the building. To this end, dark 
corners should be reduced to a minimum. Constant vigilance is neces- 
sary to prevent harborages from developing where obsolete or tempo- 
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rarily unused equipment must be stored, or in any part of a plant or 
its adjoining office which has false walls or ceilings. As far as is prac- 
ticable, materials on which rodents normally feed should be stored in 
metal or metal lined bins or containers, or in rodent proof rooms, and 
of equal importance, access to water should be eliminated in so far as 
possible. 

All of the above precautions, while relatively easy to take into 
consideration in the construction of a new plant, may be difficult to 
accomplish in rendering an old building rodent resistant. An applica- 
tion of the principles enumerated above, however, should be undertaken 
and then steps should be taken to destroy any existing rodent population 
by poisoning, trapping, or fumigation, if applicable. 

Protection Against Insect Contamination— Protection against insect 
contamination presents a much more difficult problem than that pre- 
sented by rodents. The complete prevention of entrance is well nigh 
an impossibility, both because of the small size of insects and because 
they may gain entrance in the form of eggs, pupae, or larvae. Screen- 
ing is reasonably effective in keeping out mature insects, such as flies, 
beetles, moths, etc., but complete screening is not always feasible for 
an entire plant, and in many localities is not indicated. 

Roaches and water bugs are particularly troublesome because of 
the insidiousness of their means of gaining access to the plant. Pack- 
aging materials and glued cartons, as well as certain drugs in bales, 
boxes, barrels, etc. are frequently a significant means of entry. Clean- 
liness of floors and walls and of utensils, particularly around washing 
tanks, is the best preventive. Proper installation of equipment is essen- 
tial to reduce to a minimum the possibility of providing nesting places 
for insects. Areas behind switch and fuse boxes are especially favored 
by roaches. The elimination of moisture in inaccessible locations that 
may provide a breeding place for insects is of primary importance. 
Pyrethrum and other insecticides relatively harmless to higher forms 
of animal life are often successfully employed in eliminating these insect 
pests. 

Floors, Walls, and Ceilings—The floors, walls, and ceilings of all 
rooms in which crude drugs or chemicals or materials in a semi-finished 
state are stored, or in which manufacturing and finishing operations are 
carried on, should be of such construction as to be easily cleaned, and 
should be kept clean and in good repair. Where floors are equipped 
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with drains, they should be supplied with proper traps, and such floors 
should be properly constructed to insure drainage. 


Lighting—Lighting should be adequate to insure good housekeeping. 


Ventilation—All parts of the building should be well ventilated, 
special attention being given to the requirements of various departments. 


Toilet Facilities— Adequate toilet facilities should be provided. The 
rooms should be conveniently located, well lighted, and well ventilated. 


The facilities should be kept clean and in good condition. Spitting 
on the floor or in corners should be prohibited. Hand washing equipment 
should be readily accessible, and personnel should be instructed to wash 
their hands before returning to their jobs. These hand washing facilities 
should preferably (where building codes permit) be so located that 
their use can be supervised. Hot and cold water, soap, and individual 
sanitary towels should be available. Proper waste receptacles for towels 
should be provided. In addition to these wash room facilities which 
are a part of the building, in many departments it may be desirable to 
have other units for hand washing, so that the employee may be in a 
position to wash his or her hands readily when soiled or when changing 
from one process to another. 

Water Supply—The water should meet all the requirements of 
potable water. The supply should be adequate and under adequate 
pressure. Any water other than potable water should have pipe lines 
marked, and any outlets marked, to indicate that it is not potable, and 
no potable water line should be equipped with a valve which would ever 
permit nonpotable water to flow therein. 

Sanitary water fountains should be well placed in various de- 
partments and should be kept clean and in good working condition. 


Lunch Rooms—Where food is prepared or served, such facilities 
should meet all of the sanitary requirements of the health authorities 
having jurisdiction over the area in which the plant is situated. 


If simply a room for eating lunch is made available, particular 
attention should be given to prompt removal of all waste and suitable 
disposal thereof. Cooperation of the employee should be insisted upon 
to prevent the attraction of roaches and rodents with subsequent ex- 
tension to other parts of the building. It is not desirable that employees 
eat at their working posts, unless the operation cannot be left unattended. 
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The Animal Room—Ideal conditions for animals require a separate 
area for their quarters. All rooms, cages, and exercise pens should be 
so constructed as to permit frequent cleaning. Special precautions should 
be taken in the storage of food for animals. 


Watering devices should be so placed that when splashed out the 
water will not mix with food or excreta. A consistent effort should be 
made to eliminate flies and other insects. 


Protection by Means of Good Housekeeping—It is recommended 
that the responsibility for good housekeeping be well defined. A trained 
Good Housekeeping Committee, or its equivalent, should make periodic 
inspections and have adequate managerial support, and be supplemented, 
if advisable, by the employment of professional Sanitary Engineers. 
Such inspection should include cupboards, closets, employees’ lockers, 
and other obscure places, to be sure that no unprotected materials at- 
tractive to rodents and insects are being left in them. 


(a) Clean and dry storage space and facilities for stored materials, 
both crude and finished, are essential. 


(b) The prompt cleaning and storage of equipment, utensils, and 
apparatus contribute greatly to the avoidance of contamination. 


(c) An ample force of conscientious janitors and janitresses is a 
requisite. Such a force can be created only by careful supervision, train- 
ing, and carefully planned schedules for cleaning. 


(d) Proper and ample cleaning facilities should be provided such 
as soap, water, disinfectants, mops, scrubbing brushes, brooms, vacuum 
cleaners, hose, and drains. Proper sewage and waste disposal must be 
available. 

Personnel 


The Employee—Of equal importance to a clean plant is a clean 
personnel in the plant. Every effort should be made to make the plant 
a pleasant place in which to work and develop in the worker the idea 
of pride in workmanship, pride in cleanliness, and a sense of responsi- 
bility. 

Employees of a pharmaceutical manufacturing plant should main- 
tain a clean personal appearance. It is helpful to this end to use suitable 
aprons or other outer garments for women, suitable uniforms or other 
clothing for men, and to encourage a regular routine for changes. Em- 
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ployees should be encouraged to keep their hands as clean as their duties 
permit. Employees should not be permitted to expectorate in departments 
where materials are stored or are being weighed up, processed, or 


finished. 


An important factor in the attainment of proper sanitation is the 
education and training of personnel, since satisfactory conditions can 
best be maintained if the supervisory force appreciates the need and in 
turn trains the actual worker in maintaining sanitary conditions at all 
times. This training should be considered as one of the primary steps, 
since, if a new operator is trained properly, he should develop habits 
that will automatically help in maintaining acceptable conditions. 


The Health of the Personnel—No person who is known to be af- 
flicted with any serious disease in a communicable form, or who is a 
known carrier of such disease, should be permitted to work in a plant 
producing pharmaceutical, biological, or related products. If it is dis- 
covered that an employee has contracted a serious communicable disease, 
he should be referred to a suitable medical officer for careful examination. 


RAW MATERIALS, CRUDE DRUGS, AND CHEMICALS 


Of prime importance in the manufacture of medicinal products is 
the responsibility for seeing that raw materials are properly stored. It 
is necessary that storage, as well as subsequent manufacturing opera- 
tions, be conducted under sanitary conditions. Certain special problems 
are encountered in connection with the handling and storage of crude 
drugs and chemicals. 

Raw materials subject to contamination should not be stored in iso- 
lated areas within the plant or in structures detached from, and in some 
cases remote from, the manufacturing laboratories if such areas do not 
receive the attention, from the standpoint of housekeeping, paid to more 
accessible areas. 

Rodent Control 


Storage areas should be rendered unattractive to rats and mice 
from the standpoint of accessibility to food, water, and safe harborage. 


The following should be observed in accomplishing this end: 


1. Practical control of dust and refuse by maintaining adequate, 
regular, and frequent janitor service. 
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2. Storage areas should be well lighted for purposes of inspection. 


3. Adequate aisles should be provided and definite storage spaces 
designated. 


4. Stacking against walls or directly on floors should be discour- 
aged wherever advisable in order to provide space to facilitate cleaning 
and discourage harborage. 


5. Special storage conditions should be provided as far as prac- 
ticable for items most attractive to rodents. 


6. Access by rodents to water in and about storage buildings 
should be eliminated as far as possible. It may additionally be neces- 
sary to employ methods of destruction of the animals themselves. This 
may be accomplished by means of rodenticides, trapping, fumigation, etc. 


Poisoning is often an effective means of destroying rats and mice. 
Slowacting poisons are desirable to reduce the probability of the poisoned 
animals dying in inaccessible places where their decomposing bodies 
become obnoxious. It is important that the bait be carefully placed 
where it will be most effective, yet at the same time avoiding any chance 
of contamination of the raw materials. Frequent changes in the type of 
poison or poisoned bait used may be found desirable. Effective poisons 
which may be suggested for use are: red squill, alpha naphthyl thiourea 
(Antu), or other rodenticides suitable under special conditions. De- 
tailed information regarding the types, use, methods of application, etc. 
of rodenticides may be obtained from suppliers of these materials, as 
well as from those companies which make a business of rodent ex- 
termination. (See Bibliography). Caution—Suitable safeguards should 
be established when any poison or pbison bait is used. 


Trapping is an effective method of destroying rodents, but consid- 
erable skill is required in the proper placing of traps and the selection 
of baits. It is well to remember that, in order to achieve desirable results, 
a sufficient number of traps must be used. They should be placed close 
to walls, behind objects, in corners, or wherever the rodents are liable to 
run. 


Fumigation, where applicable, is a good method of destroying both 
rodents and insects. Fumigants which are effective against rodents and 
insects are toxic to man, hence they must be used with the greatest 
caution. Unless the plant has personnel specifically trained in the use 
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of fumigants, it is advisable to hire professional fumigators. Thereby 
the accompanying element of danger to employees will be materially 
lessened, if not entirely eliminated. Detailed information relative to all 
phases of fumigation may be obtained from professional fumigators and 
various chemical manufacturers. (See Bibliography. ) 


Insect Control 


Because of the worldwide origin of crude drugs and their peculiar 
individual susceptibilities to insect and rodent infestation and other 
potential factors of contamination, this class of merchandise becomes an 
outstandingly complex problem. Infestation by animal or insect life in 
individual instances at the source is frequently inevitable. Methods of 
collection, packing, and transportation render them vulnerable to con- 
tamination by living organisms, their products, or remains. 

The proper use of insecticides and other agents, such as heat and 
electricity, may be employed in the control of living insects. Insecticidal 
agents may be classified physically as follows: 

(a) Gaseous type (fumigants); e. g., methyl bromide. 

(b) Liquid type (sprays); e. g., pyrethrum sprays. 

(c) Solid type (powders); e. g., rotenone formulas. 

Each of these type products has its own special applications. 

(a) Fumigants are sub-classified as to extent or area of application: 
(1) Total building fumigation; (2) chamber fumigation; (3) spot 
fumigation. 

(b) Insecticidal sprays are indicated for the control of insects in 
areas where fumigation has been found inapplicable. There are two 
principal disadvantages to the use of some types of liquid sprays when 
used on drugs. They may not penetrate bagged or baled goods, and, if 
they do, their use may be accompanied by the deposit of a residue, which 
in some cases may prove undesirable. Since some of these sprays may be 
poisonous to man as well as insects, proper precautions should be taken 
to protect personnel and materials. 

(c) Insecticidal powders include as active ingredients such ma- 


terial as DDT, sodium fluoride, pyrethrum flowers, rotenone, etc. In- 
formation regarding the use of these materials may be obtained from 
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various manufacturing concerns who are in a position to supply these 
products. (See Bibliography. ) 


(d) Where the use of insecticides may be contra-indicated, the 
use of heat may sometimes be substituted. The heat applied must reach 
the insect eggs at not less than 120° F. and be applied for not less 
than 20 minutes. 

Other Infestations 


Growth of various simpler forms of life (such as molds, yeasts, 
fermenting and putrefying bacteria, etc.) is favored by the presence 
of moisture, warmth, etc., in a number of different products (such as 
glandular products, etc.). There is a variety of means of prevention 
or control, including proper closures, suitable packaging materials, 
temperature and humidity control, protection from leakage, segregation 
of items, etc. The use of dehumidifying cartridges in packages of 
specially susceptible materials is often of value. In some types of pack- 
ages, the application of volatile liquids, such as chloroform or carbon 
tetrachloride, may be a useful method of control, although not neces- 
sarily lethal. 


ANALYTICAL METHODS USED FOR DETECTION OF 
CONTAMINATION 


For the analytical estimation of possible rodent and insect infesta- 
tion in crude drugs and other raw materials, methods described in the 
Food and Drug circular [Food and Drug Circular No. 1: The Micro- 
analysis of Food and Drug Products. Food and Drug Administration, 
1944] and A. O. A. C. methods [Methods of Analysis of the Asso- 
ciation of Official Agricultural Chemists, Chapter 42, 6th Edition] 
may be referred to. The methods described in these publications afford 
a technic of approach to the evaluation of the relative contamination 
of various botanical drugs. At present, tolerances for relative con- 
tamination of individual classes of such materials are not provided, al- 
though these materials are required to be ‘as free as practicable from 
insects, or other animal life, animal material, or animal excreta.” 


Manufacturing and Packaging 


Principle—Proper sanitation in manufacturing and packaging is 
primarily connected with quality control and recognized “good house- 
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keeping” so that in the modern or modernized manufacturing plant, and 
with the use of clean equipment, the materials in production will be 
protected from contamination by insects, rodents, and other sources. 


Attainment of Proper Sanitation—A. The entire plant should be 
kept in a sanitary condition, i. e., free as practical from any accumula- 
tion of dirt, filth, rubbish, dust, etc. 


B. All equipment should be cleansed promptly and should be 
routinely inspected just before use. There should be included proper 
coverings for pieces of equipment, when necessary, so that they are 
protected when standing idle. 


C. Materials used in the manufacturing processes should be visually 
observed for cleanliness at the time of use. 


Application—It is recognized that it is impractical to enumerate 
in detail the application of the foregoing principles to all of the great 
variety of pharmaceutical procedures. Consequently, the following state- 
ments may serve as limited examples. 


General—Equipment that can readily be kept in a sanitary con- 
dition should be supplied, and general rules should be enforced re- 
garding the proper cleaning and inspection of all equipment just before 
use and the use of proper closure while idle. Piping installations which 
are capable of being dismantled easily and frequently for cleaning are 
advantageous for the transfer of solutions. Intermediate processing re- 
ceptacles should be kept covered whenever possible during the process 
of manufacture. 


1. Hypodermic Tablets and Triturates. Handmolded hypodermic 
tablets and triturates should be made under a hood designed to prevent 
outside contamination, and, in the case of machine-made tablets, the 
equipment should be enclosed in order to prevent contamination with 
dust or other air-borne material. 


2. Liquids, including Fluidextracts and Tinctures, and Pilular and 
Powdered Extracts. In the manufacture of Liquids including Fluid- 
extracts and Tinctures, and Pilular and Powdered Extracts, particular 
steps should be taken by the manufacture to insure that insects such 
as roaches and water bugs, attracted by damp conditions, be guarded 
against. Aging and storage tanks should be tightly closed as protection 
from insects and vermin. 
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3. Solutions and Powders for Parenteral Use. Solutions and 
powders for parenteral use, due to the nature of this use, require extra- 
ordinary care in all aspects of sanitation. 

4. Tablets and Pills. Tablet and pill manufacture should follow 
the general principles of sanitation as recommended in this report. In 
particular, sugar, gelatin, and similar solutions, which may be used in 
the granulating or sugar-coating departments, should be kept covered 
except when in use, and any spillage promptly removed and disposed of. 


Packaging 
In many filling processes, considerable exposure is unavoidable, 
so general area sanitation and close observation and inspection are 
important. Pipe and hose lines for delivery of materials for packaging 
should receive particular attention with regard to their sanitary condi- 
tion. Containers and closures should be cleaned, if necessary, by wash- 
ing, wiping, compressed air, vacuum, or other suitable means. 


Packing and Storage 


Once products have been filled into immediate containers and the 
containers closed, there is a little danger of insanitary types of contam- 
ination. Most such containers are resistant to attack by such contamin- 
ants as insects and rodents. However, in view of such possibility and 
for esthetic reasons, packing materials should be inspected and any such 
materials showing an insanitary condition be discarded or cleaned. The 
packaged products should be stored in clean, dry areas. 


Note—Classes of materials, processes, and conditions not specifi- 
cally mentioned in these recommendations should receive the same 
general care and supervision with regard to sanitation as that out- 
lined here. 
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LEGALITY OF INSPECTION 


“The question presented is whether the in- 
spection was lawfully conducted within the 
terms of Title 21 U. S. C. A. Section 374 which 
provides for and regulates such inspections. .. . 
So far as the present case is concerned, the 
critical words [of the statute] are that the em- 
ployees designated by the Administrator ‘after 
first making request and obtaining permission 
of the owner, operator, or custodian thereof, 
are authorized (1) to enter, at reasonable times 
...and (2) to inspect, at reasonable times, .. .’ 
It is difficult to conceive how a procedure could 
be any more definitely speiled out than by the 
language quoted. The first step must be the 
making of a request, and there must be obtained 
the permission . . . of the owner, the operator, 
or custodian of the factory,”’ Judge Russell of 
the District Court of the United States for the 
Northern District of Georgia in Linited States 
v. Maryland Baking Company and Sara Piem 
(1948). 
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Regulations 


Of the Food and Drug Administration 
Its Organization and Functions 





I. Organization 


A. Creation and authority.—The name Food and Drug Adminis- 
tration was first provided by the Agricultural Appropriation Act of 1931, 
approved May 27, 1930 (46 Stat. 392), although the law-enforcement 
functions had been carried on under different organizational titles since 
January 1, 1907, when the Food and Drugs Act of 1906 (34 Stat. 3915; 
21 U. S. C. 1, Sections 1-15) became effective. The Food and Drug 
Administration and its functions necessary for the enforcement of the 
five acts named in II were transferred from the Department of Agricul- 
ture to the Federal Security Agency, effective June 30, 1940, in accord- 
ance with the provisions of the President’s Reorganization Plan IV. 


B. Washington headquarters.—The central organization of the 
Food and Drug Administration consists of the Offices of the Commis- 
sioner, Deputy Commissioner, and Associate Commissioners of Food 
and Drugs and the following administrative and technical divisions, the 
functions of which are indicated by their names: 

Division of Business Operations. 

Division of Cosmetics. 

Division of Field Operations. 

Division of Food. 

Division of Litigation. 

Division of Medicine. 

Division of Microbiology. 

Division of Penicillin Control and Immunology. 

Division of Pharmacology. 
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Division of Program Research. 
Division of State Cooperation. 
Division of Vitamins. 


The offices of the Commissioner, Deputy Commissioner, and Associ- 
ate Commissioners of Food and Drugs and the Divisions of Business 
Operations, Field Operations, Litigation, Medicine, Program Research, 
and State Cooperation are in the Federal Security Building, Fourth 
Street and Independence Avenue, S. W., Washington 25, D. C. The 
other divisions are in the South Agriculture Building, Twelfth and C 
Streets, S. W., Washington 25, D. C. 


C. Field service.—The field organization of the Food and Drug 
Administration consists of sixteen inspection districts. The district 
headquarters, subdistricts, and inspection stations are as follows: 


Atlanta District: Room 416, Federal Annex, Atlanta 3, Ga. 
Inspection Stations: U. S. Engineers Building No. 1, 2d Floor, 
Custom House Wharf, Charleston 40, 
S. C. (P. O. Box 711) 


Room 233, Post Office Building, Charlotte 
1, N. C. (P. O. Box 1516) 


Room 334, Custom House and Post Office 
Building, Jacksonville 1, Fla. (P. O. Box 
4937) 

Pier 2, Municipal Docks, c/o U. S. 
Custom Inspectors, Miami 17, Fla. 

(P. O. Box 2776) 

Room 117, U. S. Appraiser’s Stores, Platt 
and Water Streets, Tampa 1, Fla. (P.O. 
Box 1166) 


Baltimore District: Room 800, U. S. Appraiser’s Stores, Gay and 
Lombard Streets, Baltimore 2, Md. 


Inspection Stations: Room 342, State Capitol Building, Charles- 
ton 23, W. Va. (P. O. Box 641) 


Room 415-B, U. S. Post Office and Court 
House, Norfolk 10, Va. (P. O. Box 
1222) 

Room 304, Post Office Building, Roanoke, 
Va. (P. O. Box 941) 


Room 4175, South Agriculture Building, 
Washington 25, D. C. 


Organization and Functions of the FDA Page 593 





Boston District: 


Inspection Stations: 


Buffalo District: 
Subdistrict: 


Inspection Station: 


Chicago District: 


Inspection Stations: 


Cincinnati District: 


Inspection Stations: 


Denver District: 
Inspection Station: 


Kansas City District: 


Inspection Stations: 


Los Angeles District: 


Inspection Stations: 


Room 805, U. S. Appraiser’s Stores, 408 Atlan- 
tic Avenue, Boston 10, Mass. 
Room 11, U. S. Customs Building, 312 Fore 
Street, Portland 3, Maine 
Room 509, Main Post Office Building, Prov- 
idence 3, R. I. 
Room 312, Federal Building, Springfield 3, 
Mass. 


Room 415, Federal Building, South Division and 
Ellicott Streets, Buffalo 3, N. Y. 

Room 303, Old Post Office Building, Fourth 

and Smithfield Streets, Pittsburgh 19, Pa. 


Room 56, Federal Building, Rochester, N. Y. 


Room 1211, Post Office Building, Van Buren 
and Canal Streets, Chicago 7, IIl. 
Room 908, Federal Building, 231 West La- 
fayette Boulevard, Detroit 26, Mich. 
Room 363, Post Office Building, Milwaukee 
2, Wis. 


Room 501, Post Office Building, Cincinnati 2, 
Ohio 

Room 2, New Post Office Building, Cleve- 
land 13, Ohio 

Room 302, Old Post Office Building, Col- 
umbus 15, Ohio 

Room 211, State Board of Health Build- 
ing, 1098 West Michigan, Indianapolis, 
Ind. 

Room 205-A, U. S. Courthouse, Nashville 
3, Tenn. 


Room 531, U. S. Custom House, Denver 2, Colo. 


Room AO/B, Federal Building, Salt Lake 
City 1, Utah 


Room 323, U. S. Court House, 811 Grand Ave- 
nue, Kansas City 6, Mo. 
Room 104, Municipal Building, 3400 North- 
eastern Avenue, Oklahoma City 2, Okla. 
Room 413, Federal Office Building, Omaha 
2, Nebr. 


Room 514, California Medical Building, 1401 
South Hope Street, Los Angeles 15, Calif. 
Pier A, Berth 5, Long Beach, Calif. 
Room 305, Federal Office Building, Phoenix, 
Ariz. 
Room 121, U. S. Customs and Courthouse 
Building, San Diego 1, Calif. 
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Minneapolis District: 


Inspection Station: 


New Orleans District: 
Subdistrict: 


Inspection Stations: 


New York District: 


Inspection Stations: 


Philadelphia District: 


St. Louis District: 


Inspection Stations: 


San Francisco District: 


Inspection Stations: 


Seattle District: 
Subdistrict: 


Inspection Stations: 


Organization and Functions 


Room 201, Federal Office Building, Washing- 
ton and Third Avenue South, Minneapolis 1, 
Minn. 

Room Old Federal 
Moines 9, Iowa 


Room U. S. Custom House, 
Street, New Orelans 16, La. 
Room 1018, Federal Building, Houston 14, 

Texas (P. O. Box 4240) 

Room 203, Social Security Building, Third 
Avenue and Twenty-third Street, NW., 
Birmingham 1, Alabama (P. O. Box 
1649) 

Room 535, U. S. Terminal Annex, Dallas 
2, Texas (P. O. Box 5449) 

Shreveport, La. (P. O. Box 4267), Cen- 
tenary Station) 


Des 


997 


aii, 


Building, 


423 Canal 


923 


Zs, 


Room 1200, U. S. Appraiser’s Stores, 201 Varick 
Street, New York 14, N. Y. 
Room B-99, Federal Building, Newark 1, 
N. J. (P. O. Box 204) 
Room 208, Post Office Building, Water- 
bury 51, Conn. 


Room 1204, New Custom House, Second and 
Chestnut Streets, Philadelphia 6, Pa. 


Room 1007, New Federal Building, 1114 Market 
Street, St. Louis 1, Mo. 
Room 326, U. S. Custom House, Memphis 
1, Tenn. 
Room 315, Post Office Building, Springfield, 
Ill. (P.O. Box 12) 
Room 402, Post Office Building, Springfield, 
Mo. 


Room 512, Federal Office Building, Fulton and 
Leavenworth Streets, San Francisco 2, Calif. 
Room 308, Post Office Buiding, Fresno, 
Calif. 
Room 340 (c/o Bur. of Plant Industry), 
Post Office Building, 9th and I Streets, 
Sacramento, Calif. 


Room 501, Federal Office Building, Seattle 4, 
Wash 
Room 315, U. S. Custom House, Portland 9, 
Ore. 
215, Federal Building, Butte, Mont. (P. O. 
Box 247) 
Room 321, Federal Building, Spokane 8, 
Wash. 
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II. Functions and procedures 


A. Law enforcement.—The Food and Drug Administration, act- 
ing under the supervision of the Federal Security Administrator, through 
the Commissioner for Special Services, administers the Federal Food, 
Drug, and Cosmetic Act (21 U. S. C. 301 et seqg.), the Federal Tea 
Act (21 U. S. C. 41 et seqg.), the Federal Caustic Poison Act (15 
U. S. C. 401 et seqg.), the Federal Import Milk Act (21 U.S. C. 141 
et seq.), and the Federal Filled Milk Act (21 U. S. C. 61 et seq.). 
In the enforcement of these acts and related duties, the following pro- 
cedures have been established: 


(1) Evidence acquired through examinations and investigations 
by the Food and Drug Administration of violations of any of the acts 
listed above, on which criminal, libel for condemnation, or injunction 
proceedings are contemplated under the authority of such act, is referred 
by the Federal Security Administrator to the Department of Justice 
with recommendation for the institution of such proceedings. 


(2) Any interested person may propose to the Federal Security 
Administrator the issuance, amendment, or repeal of any regulation 
authorized by any law listed above. The request should describe the 
representative capacity, if any, of the applicant and set forth the pro- 
posal in general terms, and should state reasonable grounds therefor. 
Proceedings on proposals with respect to regulations under Sec- 
tion 507 (f) or 701 (e) of the Federal Food, Drug, and Cosmetic Act 
(21 U. S. C. 357 (£) and 371 (e)) are prescribed in those sections 
and in the rules of practice for hearings under Section 701 (e) which 
appear in the Code of Federal Regulations. Proposals with respect to 
regulations on which no hearing is required are announced for informal 
public hearing or for the submission of written comments, unless such 
proposals are clearly noncontroversial, relate solely to the internal man- 
agement of the Agency, or involve interpretive rules, statements of 
policy, procedure, or practice. 


(3) Procedure governing imports under the Federal Food, Drug, 
and Cosmetic Act is prescribed in the Code of Federal Regulations; 
procedure governing imports under the Federal Caustic Poison Act is 
prescribed by 21 Code of Federal Regulations, Part 175. Appeals from 
decisions under either act of officers of districts are informal and may 
be made by letter or in person by the importer or his representative. 
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(4) Procedure governing the filing of applications with respect 
to new drugs pursuant to Section 505 (b) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 355 (b)) is prescribed by the Code of 
Federal Regulations. Copies of the form to be followed in preparing 
applications may be obtained from the Commissioner of Food and Drugs, 
the Division of Medicine, and the districts. Procedure for the conduct 
of hearings under Section 505 (d) and (e) of the act (21 U.S. C. 
355 (d) and (e) ) is stated in notices of such hearings. 


(5) Procedure governing the importation of merchandise subject 
to the Federal Tea Act is prescribed in 21 Code of Federal Regulations, 
Part 170, as amended. Forms may be obtained from the Commissioner 
of Food and Drugs, the New York and San Francisco districts, and 
from any Collector of Customs. 


(6) Procedure governing the importation of milk and cream under 
the Federal Import Milk Act is prescribed by 21 Code of Federal Regu- 
lations, Part 185. Forms may be obtained from the Commissioner of 
Food and Drugs and from Veterinary Director General, Health of 
Animals Division, Department of Agriculture, Ottawa, Canada. Cana- 
dian shippers may obtain from the Veterinary Director General infor- 
mation as to the Canadian officials who are available to supervise tests 
and examinations. 

(7) Procedure governing the certification of coal-tar colors under 
the Federal Food, Drug. and Cosmetic Act is prescribed in 21 Code of 
Federal Regulations, Part 135, as amended. Specimen forms for use 
as guides in preparing requests for certification of batches of straight 
colors, color mixtures, and repacked colors may be obtained from the 
Commissioner of Food and Drugs, the Division of Cosmetics, and 


the districts. 


(8) Procedure for the certification under the Federal Food, Drug, 
and Cosmetic Act of drugs composed wholly or partly of insulin is 
prescribed by 21 Code of Federal Regulations, Part 144, as amended. 
Specimen forms for use as guides in preparing requests for certification 
of insulin-containing drugs may be obtained from the Commissioner 
of Food and Drugs and the Division of Pharmacology. 

(9) Procedure for the certification under the Federal Food, Drug, 


and Cosmetic Act of drugs composed wholly or partly of penicillin or 
streptomycin is prescribed in 21 Code of Federal Regulations, Parts 141 
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and 146. Specimen forms for use as guides in preparing the applica- 
tions and requests for certification or exemption from certification may 
be obtained from the Commissioner of Food and Drugs and the Division 
of Penicillin Control and Immunology. 


(10) Procedure governing the service of inspection of establish- 
ments packing sea food under the Federal Food, Drug, and Cosmetic 
Act and applications therefor is prescribed in the case of canned shrimp 
and canned oysters by 21 Code of Federal Regulations, Part 155. Forms 
for application for such service, its renewal or extension may be obtained 
from the Commissioner of Food and Drugs and the Atlanta or New 
Orleans District. 

(11) Informal conferences may be arranged for discussion of 
any subject pertaining to the functions of the Food and Drug Adminis- 
tration, although the scope of discussion of pending court cases 
is necessarily limited. Such conferences are particularly encouraged in 
connection with the formulation of proposals to issue, amend, or repeal 
regulations. The Food Standards Committee usually holds informal 
public hearings, after appropriate notice, on proposals to formulate 
definitions and standards of identity for food to be announced for formal 


public hearings. 


III. Delegations of authority 


A. Federal Security Administrator.—Final authority of the Fed- 
eral Security Administrator is delegated: 


(1) To the Commissioner, Deputy Commissioner, and Associate 
Commissioners of Food and Drugs to make determinations of probable 
cause contemplated by Section 304 (a) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S. C. 334 (a)). 


(2) To officers of the districts of the Food and Drug Administra- 
tion to determine whether articles offered for import are in compliance 
with the Federal Food, Drug, and Cosmetic Act and the Federal Caustic 
Poison Act. Decisions by such officers are subject to review succes- 
sively by the Commissioner of Food and Drugs and the Federal Security 
Administrator. 

(3) To the Commissioner of Food and Drugs and to such officer 
of the Food and Drug Administration whom he may designate to act 
on his behalf for the purpose of making determinations with respect 
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to disclosure of official records and information in accordance with 
21 Code of Federal Regulations, Section 196.1. 


B. Commissioner of Food and Drugs.—Final authority of the 
Commissioner of Food and Drugs is delegated: 


(1) To the Chief and the Assistant Chief of the Division of, 
Pharmacology to sign on behalf of the Commissioner certificates issued 
by the Food and Drug Administration for drugs composed wholly or 
in part of insulin. 


(2) To the Chief of the Division of Cosmetics to sign on behalf 
of the Commissioner certificates issued by the Food and Drug Adminis- 
tration for coal-tar colors. 


(3) To the Deputy Commissioner and Associate Commissioners 
of Food and Drugs, the Chief and Assistant Chief of the Division of 
Penicillin Control and Immunology to act on behalf of the Commis- 
sioner for the purposes of the regulations governing the certification of 
batches of penicillin- and streptomycin-containing drugs. 


(4) To the Deputy Commissioner and Associate Commissioners 
of Food and Drugs and the Director of Litigation to make determinations 
with respect to disclosure of official records and information in accord- 
ance with 21 Code of Federal Regulations, Section 196.1. 


IV. Availability of information 


A. Public records.—Public records pertaining to the functions of 
the Food and Drug Administration, including records of formal and 
informal public hearings on proposals to issue, amend, or repeal regu- 
lations, are available for inspection at the Office of the Commissioner 


of Food and Drugs. 


B. Official records.—Disclosure of official records and information 
on investigations by the Food and Drug Administration pursuant to its 
law-enforcement program is subject to the procedure described in 21 
Code of Federal Regulations, Section 196.1. 


C. Making submittals and requests.—(1) The following should 
be directed to the Federal Security Administrator, and mailed to the 
Commissioner of Food and Drugs: 


a. Applications for the issuance, amendment, or repeal of any 
regulation authorized by law. 
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b. Applications with respect to new drugs submitted pursuant to 
Section 505 (b) of the Federal Food, Drug, and Cosmetic Act (21 


U.S. C. 355 (b)). 
c. Applications for permits under the Federal Import Milk Act. 


z (2) Requests for certification of batches of coal-tar colors, drugs 
composed wholly or partly of insulin, and drugs composed wholly or 
partly of penicillin or streptomycin should be directed to the Commis- 
sioner of Food and Drugs. 


(3) Applications for the granting of sea food inspection service 
at establishments packing canned shrimp or canned oysters should be 
directed to the Atlanta District or the New Orleans District. 


D. Inspection of orders and opinions.—(1) Final orders and 
opinions involving detention of importations under the Federal Food, 
Drug, and Cosmetic Act, the Federal Caustic Poison Act, and the Fed- 
eral Tea Act are available for inspection at the offices of the Food and 
Drug Administration where issued, except those which are designated 
for good cause to be confidential and not cited as precedents. 


(2) Final orders and opinions of the Administrator issued under 
Section 505 (d), (e), and (£) of the Federal Food, Drug, and Cosmetic 
Act (21 U.S. C. 355 (d), (e), (£)) involving new-drug matters are 
available for inspection at the Office of the Commissioner of Food and 
Drugs, except those which are designated for good cause to be con- 
fidential and not cited as precedents. 


E. General information.—General information pertaining to the 
functions of the Food and Drug Administration may be obtained from 
any of the offices listed in Section 851 [1] C. Responses to letters 
directed to inspection stations are likely to be delayed, since inspectors 
assigned to such stations are frequently absent on official travel. Earlier 
responses to inquiries concerning the legality of new products or proc- 
esses or to suggestions involving change in policy are ordinarily obtained 
by directing such requests and suggestions to the Commissioner of 


Food and Drugs. [The End] 





Page 600 Food Drug Cosmetic Law Quarterly— December, 1948 














Book Reviews 


Eighteen Authors Contribute to Book 


Drug Research and Development, edited by Austin Smith and 
Arthur D. Herrick. Revere Publishing Company, New York City, 1948. 
596 pages. Price: $10.00. 


Drug Research and Development is a concise treatment of a very 
broad subject and is directed to that part of the public concerned 
with the manufacture, distribution, and promotion of drugs. The 
scope and purpose of the work is aptly explained in the preface 
by the statement, 

Today the drug manufacturer and distributor. the research and laboratory worker, 
the physician and pharmacist, the advertising counsel and sales representative are 
all participants in the development of drugs and drug therapy. ... But to take their 


rightful place in modern drug research, development, and promotion each requires 
a working knowledge, not only of the tasks allotted to him, but also of the program 


as a whole and what it encompasses and entails. The purpose of this volume is to 
promote such an understanding and to present the essential background. . . . Space 
limitations, of course, prevent a definite treatise on each aspect of this important 
subject but every effort has been made to describe and elucidate the more commonly 
encountered activities, practices, and procedures. 

The editors devote the first chapter to an introduction of the subject 
and an outline of the modern drug formula. The following 20 chapters 
carry us from the chemistry of the formula through laboratory research, 
development, testing, packaging and labeling, drug regulations, market- 
ing, and advertising to price maintenance. The importance of a work 
of this nature can be more appreciated when we realize that a survey 
made in 1947 disclosed that over 54 per cent of the drugs then in use 
had been wholly unknown ten years before. It is not perhaps fully 
appreciated to what degree the Federal Food, Drug, and Cosmetic Act 
has affected the manufacture and distribution of all types of drug prod- 
ucts. The earlier Food and Drug Act of 1906 permitted a manufacturer 
to make any medicine he wanted and to sell it if he told the truth about it. 
The result was a flood of “‘shot-gun"’ preparations containing an assort- 
ment of drugs for the treatment of many and diverse ailments or 
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symptoms. Contrast to this the most important rule of modern drug 
formulation, the necessity that the preparation possess specificity 
of action. 

The various chapters of this book discuss the development of 
pharmaceutical and biological products. Among the steps in such devel- 
opment is the preparation of the label and other printed matter which is to 
be used in the promotion and application of the drug when it is readied 
for the market. Labeling, intimately related to the research and devel- 
opmental work that has gone before, is described as the sum of all the 
prior investigations into the nature and characteristics of the product, 
crystallized, so to speak, into a form in which it is palatable to the 
person for whom the preparation is intended. The labeling of a drug 
must meet the needs of, and therefore be comprehensible to, the ultimate 
consumer, a series of distributors, the enforcement agencies, and the 
manufacturer. In common with many other phases of modern industry, 
labeling has come of age; it has matured to a stature that demands a 
place of its own in a pharmaceutical establishment. Failure to accord 
it proper recognition can lead to unfortunate consequences, but compe- 
tent and intelligent handling will serve further to embellish even the 
most outstanding product. 

Another vital step in the development of a pharmaceutical or bio- 
logical product herein described is the selection of a proper package. 
Successful marketing of a product is aided by the use of a package 
which protects the product and insures that it reaches the consumer in 
original form, which has merchandising appeal in its utility and appear- 
ance, and which is so designed as to permit economical production. 
The major problems associated with packaging of drug products and 
the most likely approach in overcoming these problems are among the 
subjects discussed. 


The regulations to which drugs are subjected are presented in 
Chapter 12. The fact that drug products are hedged about with more 
governmental regulation that perhaps any other type of commodity 
on the market emphasizes the importance of at least a working familiarity 
with the entire pattern of drug legislation. The legal problems involved 
are many and subtle. Not one chapter in the book fails to emphasize 
the intricacy of the smooth working out of the purposes of the Federal 
Food, Drug, and Cosmetic Act, whether it be in the creation of formulas 
or in each step of production or distribution. 
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The aim of the editors, to make this book useful to those who turn 
to its pages for guidance and constructive advice, will, in all probability, 
be fulfilled. For the editors have avoided a theoretic presentation of 
the subjects involved by going to industry, to the universities, and to the 
professions for their contributors, with the result that the various chap- 
ters are founded in actual experience and on practical material. Follow- 
ing is an impressive list of the names of these authors, each of whom 





has written a chapter-length article about a specific subject: 


Epcar B. CARTER , 
Executive Director of Research, Abbott 
Laboratories, North Chicago, IIl. 


Winpsor C. Cuttinc 
Professor of Therapeutics, 
University School of Medicine, 
Francisco, Calif. 


Stanford 
San 


WaALtTeR J. DERENBERG 
Trade-Mark Counsel, United States 
Patent Office: Assistant Professor, New 
York University School of Law; Wash- 
ington, D. C. 


Isaac W. DiccEs 
General Counsel, Fair Trade Council, 
New York, N. Y. 


Cuartes S. Downs 
Vice-President in Charge of Public Re- 
lations and Advertising, Abbott Lab- 
oratories, North Chicago, II. 


Harvey B. HAac 
Dean, School of Medicine, and Pro- 
fessor of Pharmacology, Medical Col- 
lege of Virginia, Richmond, Va. 


Ropert A. Hardt 
Director, Sales and Advertising, Hoff- 
man-La Roche, Inc., Nutley, N. J. 


Artuur D. Herrick 
Food and Drug Consultant, Attorney, 
and Author, New York, N. Y. 


Tuomas H. Jones 


Vice-President, Paul Klemtner & Co., 
Inc., Newark, N. J. 


Book Reviews 


CHARLES R. LINEGAR 
Chief, Biological Development and 
Control Laboratory, E. R. Squibb & 
Sons, New Brunswick, N. J. 


Ame. R. MENOTTI 
Vice-President and Director of Re- 
search, Bristol Laboratories, Inc., Syra- 


cuse, N. Y. 


Rosert H. RHODEHAMEL 
Manager, Merchandise Development 
and Control, Eli Lilly and Company, 
Indianapolis, Ind. 


Joun G. SEARLE 
President, G. D. Searle & Co., Chicago, 
Ill. 


AustTIN SMITH 
Director, Division of Therapy and Re- 
search, and Secretary, Council on 
Pharmacy and Chemistry, American 
Medical Association, Chicago, III. 


Maurice L. TAINTER 
Director, Sterling-Winthrop Research 


r 


Institute, Rensselaer, N. Y. 


Epwarp THOMAS 
Patent Attorney 
York, N. Y. 


and Author, New 


WALTON VAN WINKLE, Jr. 
Secretary, Therapeutic Trials Commit- 
tee of the Council on Pharmacy and 
Chemistry, American Medical Associa- 
tion, Chicago, IIl. 


Wat.tTer E. Warp 
Medical Director, Cutter Laboratories, 
Berkeley, Calif. 
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Each is a specialist in at least one field of endeavor relative to drug 
research and development, and, as such, has so implemented his knowl- 
edge that any reader, as well or less well informed than these writers, 
can gain from this gathering together of their combined efforts some 
fairly comprehensive knowledge of what is really a very intricate subject. 


[The End] 


AMENDMENTS 10 FOOD STANDARDS 


The definitions and standards of identity for 
cream cheese and Neufchatel cheese have been 
amended to permit nonfat dry milk solids, con- 
centrated skim milk, or concentrated milk (each 
with sufficient water to reconstitute) to be used 
in whole or in part to replace the fluid milk 
and skim milk formerly prescribed in these 
standards. The standards for cottage cheese 
were amended to permit the use of nonfat dry 
milk solids or concentrated skim milk (recon- 
stituted with water) in lieu of all or part of the 
skim milk in the preparation of cottage cheese. 


The standards for flour, enriched flour, bro- 
mated flour, enriched bromated flour, self-rising 
flour, enriched self-rising flour, phosphated 
flour, whole wheat flour, bromated whole wheat 
flour, and whole durum wheat flour have been 
amended to provide for the deletion of nitrogen 
trichloride as an optional bleaching ingredient 
and the substitution therefor of chlorine dioxide. 
13 Federal Register 5422, 6969. 
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Notes and Commen 


Judicial, Administrative, and Legislative Developments 


Government Not Required To Show That Drugs Had Lost Their 
Strength or Had Undissolved Materials Formed in Them Between the 
Dates of Shipments and the Dates of Government Tests . . . The appel- 
lants had been found guilty of violating the Federal Food, Drug, and 
Cosmetic Act in that they had unlawfully caused to be introduced into 
interstate commerce certain adulterated and misbranded drugs. Some 
of the misbranded merchandise consisted of a number of vials of ‘Indo- 
form.” One vial of this “Indoform"’ was picked as a sample on or about 
January 24, 1946, by a Federal food and drug inspector who sealed it 
and sent it to the Administration at Washington, D. C. Thereafter, it 
was tested and examined by a pharmacologist and analyst of the Ad- 
ministration on February 18, 1946. After conducting this test, the bottle 
was placed in a locked refrigerator until the next day when it was 
wrapped and sealed and sent to San Francisco. On March 27, 1946, a 
chemist for the Administration stationed at San Francisco broke the seal 
and examined the product for “thyroid content.’ After he made his 
examination, he immediately put his seal on the bottle. The seal was 
dated March 28, 1946, the day after he examined the contents. 


The other article involved consisted of certain vials of ‘‘Pluri-B.” 
Two of these vials were picked up by an inspector of the Administration 
on August 30; 1945. The inspector sealed the vials and contents with 
official seals and forwarded them by mail to the Vitamin Department of 
the Administration in Washington. On September 24, 1945, a chemist 
of the Administration in Washington examined one of the vials and 
testified that the seal did not appear to have been broken. 


Six other vials containing ““Pluri-B" were picked up by an inspector 
of the Administration on July 12, 1946. They were sealed with official 
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seals and forwarded by express to the Administration at Washington. 
Subsequently, on July 23, 1946, they were examined by the chief of the 
chemical section of the medical division of the Administration. 


The representatives of the Administration who made the inspections 
of these products testified that the “Indoform” contained practically no 
posterior pituitary and that there was no thyroid present whatsoever. 
With respect to the samples of “Pluri-B’’ picked up on August 30, 1945, 
it was testified that they did not contain the amount of thiamine hydro- 
chloride stated on the label. With respect to the samples of ‘Pluri-B” 
picked up on June 18, 1946, it was testified that they were adulterated 
with undissolved particles. Based on this testimony, the trial court found 
the appellants guilty, and, on appeal, the judgment was affirmed by the 
Circuit Court. Certiorari was denied by the Supreme Court on October 
25, 1948. (Pasadena Research Laboratories, Inc., a corporation, and 
Russell R. Bavouset v. United States. United States Circuit Court of 
Appeals for the Ninth Circuit. No 11690. July 16, 1948. [CCH Food 
Drug Cosmetic Law Reports { 7094.] Appeals from the District Court 
of the United States for the Southern District of California, Central 
Division. ) 

The appellants argued in this case that the government had failed 
to eliminate the possibility of the drugs having lost their strength or 
having undissolved material formed or introduced in them between the 
dates of shipments and the dates of the government tests. They further 
contended that there was no other evidence which would preclude the 
possibility that the drugs might have become adulterated or misbranded 
at some time after they had been shipped by the appellants from Pasa- 
dena, California. Both the trial court and the Circuit Court refused to 
accept these arguments and pointed out that the proof in a criminal case 
need not exclude all doubt. It was also emphasized that the Federal 
Food, Drug, and Cosmetic Act is remedial and should be liberally con- 
strued so as to carry out its beneficent purposes. The court further 
stated that the familiar rule was that there is a presumption of regularity 
to support the acts done by every man not only in his official character, 
but also in his private character until the contrary is proved. This rule 
has been frequently referred to with approval and has been referred to 
as the “familiar presumption of rightfulness which attaches to human 
conduct in general.” It was found that the only suggestions of mis- 
handling in the present case were in the form of dire possibilities con- 
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jured up by resourceful counsel, and it was pointed out that such 
possibilities are not proof. 


In addition to the foregoing, the appellants argued that the labeling 
of the “Indoform” did not necessarily imply that the preparation con- 
tained iodine because of a disclaimer of the presence of a therapeutically 
useful constituent. The court found that, even if the disclaimer did tell 
the truth, it could not cure the vice of a half-truth or equivocation in the 
use of the expression ‘‘thyroid substance” in a preparation that contains 
no iodine, and stated that scientific half-truths in the labeling will alone 
make out a cause of actionable misbranding. 


The appellants also contended that the hypothetical questions pro- 
pounded to three of the government's witnesses did not contain sufficient 
facts to afford grounds for a reasonable conclusion or opinion, and that 
they assumed facts not in evidence. It was further urged that the hypo- 
thetical questions violated the rules of law excluding the opinions of 
experts as to the ultimate issues of fact to be determined. The courts 
found that these questions did not deal with the ultimate issues, and that, 
if there were any defects in the questions, they did not go to the compe- 
tency of the evidence, but merely affected its weight. 


Shipper Who Labeled on Basis of Analysis Supplied by Manu- 
facturer Exempt from Liability Under the Act . . . A prosecution 


begun by information against Bess J. Levine, an individual trading as 
Miracle Food Company, was tried without a jury pursuant to a stipula- 
tion of facts. 


The stipulation showed that certain foods or drugs had been packed 
and shipped in interstate commerce by the defendant, and that they 
were misbranded. The facts further showed that the articles were 
labeled on the basis of an analysis supplied by the manufacturer thereof, 
and that the shipper cooperated with the government by informing the 
inspector of the name and address of the laboratory from which she 
purchased the articles, and by supplying the inspector with all data in 
connection therewith which he requested. The defendant shipper con- 
tended that she was exempt from prosecution by virtue of Section 
303 (c) of the Federal Food, Drug, and Cosmetic Act which provides 
inter alia: 


No person shall be subject to the penalties of subsection (a) of this section, 
(1) for having received in interstate commerce any article and delivered it or prof- 


Notes and Comment Page 607 





fered delivery of it, if such delivery or proffer was made in good faith, unless he refuses 
to furnish on request of an officer or employee duly designated by the Administrator 
the name and address of the person from whom he purchased or received such article 
and copies of all documents, if any there be, pertaining to the delivery of the article 
to him; or (2) for having violated section 301 (a) or (d), if he establishes a guaranty 
or undertaking signed by, and containing the name and address of, the person residing 
in the United States from whom he received in good faith the article, to the effect, 
in case of an alleged violation of section 301 (a), that such article is not adulterated 
or misbranded, within the meaning of this chapter, designating this chapter, or to the 
effect, in case of an alleged violation of section 301 (d), that such article is not an 
article which may not, under the provisions of section 404 or 505, be introduced into 
interstate commerce. 


The court found that the Act was intended to furnish protection 
to innocent receivers of goods shipped to them in interstate commerce 
in violation of the Act, and that the defendant in this case was such an 
innocent dealer and, therefore, was entitled to the protection of sub- 
section (1) of the section. The court deemed it unnecessary to deter- 
mine whether or not the defendant fell within the scope of the exemption 
contained in subsection (2) relating to guaranty. It did not appear from 
the opinion whether or not a guaranty had been given by the manu- 
facturer. (United States v. Bess J]. Levine, trading as Miracle Food 
Company. District Court of the United States for the Eastern District 
of Pennsylvania. No. 14528. June 30, 1948. [CCH Food Drug Cos- 
metic Law Reports § 7096. ]} ) 


The Court cited United States v. Parfait Powder Puff Company, 
Inc., 163 F, (2d) 1008 [CCH Food Drug Cosmetic Law Reports § 7064], 
in support of its conclusion that the defendant in this case was an 
innocent dealer who was entitled to the protection of subsection (1) of 
Section 303 (c). The Parfait Powder Puff case was discussed in 3 Food 
Drug Cosmetic Law Quarterly (1948) 118-121. 


In the Parfait Powder Puff case, the articles were manufactured 
and labeled by the manufacturer. In the instant case, the labels were put 
on by-the purchaser pursuant to an analysis supplied by the manufac- 
turer. To this extent the two cases have a distinction as to their facts, 
but this seems to be a distinction without a difference. In the one case 
the defendant was found to be an innocent receiver and in the other 
case not such a receiver. The reason for arriving at the different con- 
clusion is not readily apparent. 


The conclusion in this case also seems to be contrary to the con- 
clusion reached in United States v. Crown Rubber Sundries Co. [CCH 
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Food Drug Cosmetic Law Reports § 7015], discussed in 1 Food Drug 
Cosmetic Law Quarterly (1946) 606-608. In that case, it was held that 
the repackaging of goods would remove the articles from the protection 
of a guaranty because such act would subject the goods to additional 
hazards and thus remove them from the good faith needed to secure such 
protection. If the repackaging and labeling of an article would remove 
the transaction from the good faith required by subsection (2) in con- 
nection with the use of a guaranty, there would seem to be no reason 
why such repackaging and labeling should not remove the transaction 
from the protection of subsection (1) where no guaranty is involved. 
The language of the section requires good faith in both instances to 
entitle the defendant to exemption from prosecution under the Act. 


A Product Labeled “Fountain Fruit’ Found To Purport To Be 
Preserves . . . Certain products were seized upon the claim of adultera- 
tion and misbranding which were labeled in part “SOUTHLAND 
PEACH Fountain Fruit (Delicious as a Spread),’” “SOUTHLAND 
PINEAPPLE Fountain Fruit (Delicious as a Spread), and “TARA 
Fruit of the Good Earth PINEAPPLE Fountain Fruit.’’ The labels 
contained the name of the fruit or the trade-name in large letters and 
the words ‘Fountain Fruit” in small letters. 


The District trial court found that so-called “Fountain Fruit” ap- 
peared to have been put upon the market for family use in small con- 
tainers plainly labeled by such words as “Topping,” ““Sundaettes,”’ etc., 


and that it was also sold in large containers to confectioners and soda 


fountains. However, the size jars used by the claimant for the article 
seized herein was comparable to that ordinarily used for preserves and 
jams. It was further found that the products involved were mixed on 
the shelves of retail stores with real preserves, jams, and jellies. The 
claimant contended that the articles were plainly labeled “Fountain 
Fruit’’ and that there was no deception or imposition. The trial court 
found that these articles purported to be preserves, and they were, there- 
fore, condemned. It was pointed out, however, that had the claimant 
plainly labeled the product by true description, the label being in bold 
type, recommending it for use in place of preserves, jam, or jelly, there 
could have been no objection. (United States v. Ninety-Nine Cases 

. . Peach Fountain Fruit, etc. District Court of the United States for 
the Eastern District of Tennessee. Civil No. 1030. September 10, 1948. 
[CCH Food Drug Cosmetic Law Reports § 7097.] ) 
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In this case, the court placed considerable emphasis on the fact that 
the “Fountain Fruit” was sold in the same size jars as those ordinarily 
used for preserves and jams in arriving at its conclusion that the various 
“Fountain Fruits” purported to be various preserves for which standards 
have been established. It would appear from the reasoning of the court 
that, if an article resembles a standardized food product, it would not 
necessarily purport to be the standardized product if it were sold in 
different trade channels and in different size containers from that of the 
standardized product, irrespective of the manner of the labeling. On 
the other hand, where such an unstandardized product is sold in the same 
size container and through the same trade channels, it would be neces- 
sary that the unstandardized product be prominently labeled so as to 
distinguish it from the standardized product. 


Use of Mineral Oil in Salad Dressings Involved in Two Cases . . . 
The impropriety of the use of mineral oil in salad dressings was recently 
reported in two cases in the Federal Security Agency's Notices of 
Judgment. 


In the first case (United States v. Arthur H. Beck, d.b.a. Beck's 
Salad Dressing & Catering Co. United States District Court of Iowa, 
Southern District. October 30, 1946. Federal Security Agency Notices 
of Judgment under the Federal Food, Drug, and Cosmetic Act, Foods, 
No. 11280. [CCH Food Drug Cosmetic Law Reports § 7092.]) it was 
found that a product designated as “Victory Dressing” was both adul- 
terated and misbranded where mineral oil was substituted for vegetable 
oil. The court found that the words ‘‘salad dressing,’ when used in con- 
nection with a manufactured product, has grown to mean a dressing 
containing vegetable oil with eggs and sugar and condiments, etc. In 
addition, the court took judicial notice of the fact that mineral oil is a 
non-nutrient oil and found that the product was adulterated in that it 
contained mineral oil substituted for vegetable oil. It appeared that the 
presence of the mineral oil was indicated in the statement of ingredients, 
but the court found that it was necessary to label a product of this nature 
which contains mineral oil as being ‘‘salad dressing containing mineral 
oil." The statement of mineral oil could not be confined to the ingredient 
statement. 


In the second case (United States v. 144 Cases Merry-Maise, etc. 
District Court of the United States for the District of New Hampshire. 
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January 23, 1947. Federal Security Agency Notices of Judgment under 
the Federal Food, Drug and Cosmetic Act, Foods, No. 11484. [CCH 
Food Drug Cosmetic Law Reports § 7098.] ), it was found that a dress- 
ing described on the label as “Non-Nutritive Dressing for Salads for 
Weight Reducing Diets Suzanne Merry-Maise. Ingredients: U. S. P. 
Mineral oil, eggs, salt, sugar and spices’’ was adulterated in that it 
contained approximately 77 per cent mineral oil, a deleterious substance 
which “may” render such article injurious to health. The court, in its 
charge to the jury, said that the word “may,” as used in the Federal 
Food, Drug, and Cosmetic Act in connection with rendering an article 
injurious to health, was used in its ordinary and usual significance and 
that it connotes a tendency or possibility that, if the substance com- 
plained of may possibly injure the health of any user, it comes within 
the ban of the statute. The charge to the jury does not discuss the 
testimony which had been given on the question as to whether or 
not the dressing might render the article injurious to health. However, 
based on the charge and the evidence, the jury returned a verdict for 
the government, and, in accordance with the verdict, judgments of 
condemnation were entered, and the product was ordered destroyed. 


Oyster Standards Suspended . . . The order of March 10, 1948, 
establishing definitions and standards of identity and amending the 


standard of fill of container for canned oysters was remanded to the 
Federal Security Administrator. The court directed the Administrator 
to take additional evidence on the methods of preparing oysters for 
canning. In the meantime, such order was stayed and suspended as 
to the petitioner, Willapoint Oysters, Inc., until the Administrator com- 
plied with the provisions of the court’s order. ( Wéillapoint Oysters, 
Inc. v. Oscar R. Ewing, Administrator, Federal Security Agency, Food 
and Drug Administrator. United States Circuit Court of Appeals for 
the Ninth Circuit. No. 11936. June 8, 1948. [CCH Food Drug 
Cosmetic Law Reports § 7093.] ) 


Pursuant to this order, the Administrator made certain findings 
of fact concerning the method of preparing oysters for canning de- 
veloped by Willapoint Oysters, Inc. and the relationship of such 
method to a reasonable standard of fill of container for canned oysters 
[CCH Food Drug Cosmetic Law Reports § 2391, 2393]. On the 
basis of these findings, he concluded that the order of March 10, 1948, 
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establishing definitions and standards of identity and amending the 
standard of fill of container for canned oysters should not be amended. 


Manufacturers of Congo Red Solutions Notified to Take Every 
Precaution . . .Two deaths and a number of adverse reactions were 
recently observed following the intravenous administration of Congo 
Red Solution. A sample of the dye used in the manufacture of the 
ampuls was found, upon examination, to contain free color acid which 
would not go into solution without an adjustment of the pH. Under 
the circumstances, all the manufacturers of Congo Red solutions for 
intravenous injections are urged to take every precaution to insure 
that free color acid is not present in the ampuled material. (Notice of 
Commissioner of Foods and Drugs, July 26, 1948. [CCH Food Drug 
Cosmetic Law Reports § 7095.] ) 


Supreme Court Proceedings of Interest . . . The United States 
Supreme Court has denied certiorari in Research Laboratories, Inc. v. 
United States [CCH Food Drug Cosmetic Law Reports § 7087], dis- 
cussed in 3 Food Drug Cosmetic Law Quarterly (1948) 486-490. 


On December 6, 1948, certiorari was denied in the case of Kent 
Food Corp. and Clark-Iger Food Products Co., Inc. v. United States 
[CCH Food Drug Cosmetic Law Reports § 7090]. In this case, the 
District Court had released certain adulterated catsup to the owners for 
export purposes. The Court of Appeals for the Second Circuit had 
held that the provisions of the Federal Food, Drug, and Cosmetic Act 
exclude the possibility of permitting the goods to be exported under the 
circumstances disclosed in the case. The District Court's decision was 
reviewed in 3 Food Drug Cosmetic Law Quarterly (1948) 128-129. 
The decision of the Court of Appeals was reviewed in 3 Food Drug 
Cosmetic Law Quarterly (1948) 492-493. 


On November 22, 1948, the Supreme Court of the United States 
handed down two decisions holding that literature which was used 
in the sale of an article, which explained its use, and which served 
the purposes of labeling ‘‘accompanied” the article, irrespective of any 
lapse of time between the date the article was shipped and date the 
literature was mailed. 


In affirming the judgment of the Court of Appeals for the Seventh 
Circuit in Kordel v. United States, the Supreme Court pointed out 
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that the clause ‘accompanying such article’’ has no specific reference 
to packages, containers, or their contents and that there is no reason 
for putting such additional words into the text. “One article or thing 
is accompanied by another when it supplements or explains it .. . 
No physical attachment one to the other is necessary. It is the textual 
relationship that is significant.” (Kordel v. United States. Supreme 
Court of the United States. No. 30. November 22, 1948. [CCH 
Food Drug Cosmetic Law Reports § 7101.]) The decision of the Court 
of Appeals was reviewed in 3 Food Drug Cosmetic Law Quarterly 
(1948) 114-118. 


In United States v. Urbeteit, the Supreme Court reversed the 
judgment of the Court of Appeals for the Fifth Circuit. The Supreme 
Court, in holding that certain misbranded devices were subject to con- 
demnation under Section 304 (a) of the Federal Food, Drug, and 
Cosmetic Act, stated that “. . . the common sense of the matter is to 
view the interstate transaction in its entirety—the purpose of the ad- 
vertising and its actual use ... The fact that the false literature leaves 
in a separate mail does not save the article from being misbranded. 
Where by functional standards the two transactions are integrated, 
the requirements of Section 304 (a) are satisfied, though the mailings 
or shipments are at different times.’ (United States v. Urbeteit. 


Supreme Court of the United States. No. 13. November 22, 1948. 
[CCH Food Drug Cosmetic Law Reports § 7102.]) A discussion of 
the opinion of the Court of Appeals appeared along with that of the 


Kordel case in 3 Food Drug Cosmetic Law Quarterly (1948) 114-118. 
[The End] 
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Now... here is the new and improved, modern-day 
version of CCH’'s long-accepted Food Drug Cosmetic 
Law Reports — here is the authoritative, continuing 
reporter covering this important three-fold field. 
scope includes complete coverage of the Federal Food, 
Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘‘Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘‘Reports’’ for all con- 
cerned with the production, processing, packaging, 
and labeling of foods, drugs, devices, and cosmetics. 
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